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D5.1 Report on the needs of patients in registries  
 

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 in Brussels on April 23th 2018 and the discussions that followed in the 
months thereafter. This interim report was offered for a critical review  by all patient associations linked 
to the EuRRECa project, after which a final report was drafted. Comments were received from 2 e-PAGS 
(Manuela Brösalme and Johan Beun) and Expert Working group 4 of the EURRECa project, as well as 
from WP3 (Yllka Kodric), a representative from ERN BOND (Hans-Georg Zmierczak) and the project 
coordinator Faisal Ahmed. All comments were discussed at the 2nd WP5 meeting in Brussels on June 
21st 2019 and implemented where possible.  

The principles from this report will serve as a guidance tool for quality assessment of existing registries 
that are linked to ENDO ERN and of the European Registry for Rare Endocrine Conditions, to be newly 
developed in the framework of Rare Endo-ERN.  
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Table 1: Composition of EuRRECa WP5 group.  

* RK stepped back from the group in April 2019 for personal reasons. Petra Brügmann will replace her as per July 1st 
2019.  

 

Introduction 
Outlined below is a list of requirements and recommendations in three different domains that registries 
should try to adhere to, according to WP5 “Patients, parents and ethics” of the EURRECa project. WP5 
acknowledges that it is difficult, especially for small and/or starting registries to comply with all the items 
listed below. Therefore, WP5 believes that small and/or starting registries should strive to gradually 
adopt all these recommendations and should not be forced to have all procedures in place from the 
start. In addition, WP5 wants to encourage small-scale registries to collaborate with large or long-
standing registries to facilitate implementation of the requirements, overcome practical hurdles and 
lower operational costs. These large or long-standing registries should have the below measures in place 
before adopting smaller registries.  

 

Patient centeredness and benefits for patients 
1. Data collected in disease registries should be relevant 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 
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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. Practical 
implementation can vary depending on the registry’s modalities and is best coordinated by the 
registry’s governance board 

4. Participants should be able to download a personal health status record free of charge extracted 
from their personal data, e.g. to be shared with their professional caregivers. Ideally, such a 
record should be easy to download in different file formats (e.g. *.pdf, *.xls). However, practical 
implementation can vary depending on the registry’s modalities and is best coordinated by the 
registry’s governance board.  

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. For international registries, it is not considered to have registry information available in all 
languages of eventual participants. In such cases, use of English language is considered 
mandatory. Registries should use clear and plain language, jargon or acronyms should be 
avoided. It is advised that patient representatives (for international registries: who are non-
native English speakers) check understandability of the registry’s vocabulary.  

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, preferably through a secured access code. This is particularly 
important for registries dealing with very rare conditions, where the risk of identification is high, 
even in the case of anonymisation. The registry governance board should have a policy 
regarding the distribution of access codes.  

10. Registries, especially those on rare diseases, should strive to offer possibilities for patients to 
interact with each other, e.g. through a chat function  

 

Registry design and operational requirements 
1. Registries should have a governance board. Ideally, such a governance board should include at 

least: 
o 1 health care provider 
o 1 patient 
o 1 ICT person 
o 1 ethicist with experience in registries. For small registries it may not always be possible 

to have such a person in the board. In such cases, the registry should at least be 
approved by the research ethical committee of the hospital / health care provider that 
hosts the registry.  

2. The registry governance board should assess the relevance of research proposals, adherence to 
ethical principles, check for overlap with ongoing projects and decide on the execution of 
proposals. In addition, the registry governance board should decide on the registry’s procedures 
for delivering access codes to participants and for providing health status reports to 
participants. The registry governance board should also decide on eventual funding possibilities 
and on access to data for third parties 

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 stored securely both within the registry 

and on separate location.  
5. The registry should provide transparent possibilities for data erasure on request.  
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6. Participants should be signposted on a regular basis to update their contact information and 
general health information as stored in the registry.  
7. A registry should strive to have a research module that can be used to distribute surveys and 

questionnaires in a secure way, through the registry-specific communication channels. Participants 
should have the possibility to receive general information on the registry and be alerted when a 
new research topic or study is launched. In accordance with General Data Protection Regulation 
(GDPR), they should always be asked if they give consent to be contacted for these purposes when 
they open the registry. Alternatively, they should be informed about research projects that are using 
registry data, and potentially also their own data, with the possibility to “opt out” from specific 
projects (the “opt in” being the default option) 
8. 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, … 
9. The design of the registry should be such that uploaded information can be re-used in future 

studies to reduce work load 
10. Data in the registry should be FAIR, i.e. findable, accessible, interoperable and reusable. Data 

back-up should be secured through the ICT service connected to the registry. Data transfer to 
and from other registries can be an additional option but will depend on registry-specific ICT 
possibilities.  

 

Data protection and privacy 
1. Registries should comply with the most recent version of GDPR.  
2. Written participant informed consent (IC) is required prior to registration of participants in a 

disease registry. Development of the IC document should be done together with patient 
representatives in order to ensure readability.  

3. For minors, assent should be obtained after careful and tailored explanation, and IC should be 
provided by the parent(s) or legal guardian. The age of 16 years is considered appropriate to 
give consent for participation in disease registries independently from parents or 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, which should include 
medical and public health research on the RD under study and possibly other conditions as well.    

5. Identifying 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. In case of a (possible) data breach, participants and the supervisory authority should be 
immediately alerted in writing and through the registry communication channels. In such cases, 
procedures as specified in the GDPR (art 33 and 34) should be executed under the supervision 
of the registry’s Data Protection Officer.  

9. Provision of pseudoanonymized patient data to pharmaceutical industry needs to be approved 
by the registry governance board which should have adequate patient representation. 
Applications for data provision by industry should show clear evidence of patient benefit such 
as development of new drugs, assessment of safety of new drugs or development of new 
diagnostic or therapeutic strataegies. Information sheets and consent forms should make it 
explicit if the registry receives any funding support from industry and that data may be shared 
with industry. 

10. All secondary use of data should be the subject of a data-sharing agreement between partners, 
that explicitly specifies the scope of data usage. The party that is provided the data will not be 
allowed sharing of the data with a third-party. 


