
 
 

D5.3	Report	on	the	patient’s	perspectives	on	the	use	of	PRO	tool	in	
the	Core	Endocrine	Registry		
 

Introduction 
This report results from work done by WP5 (Patients, parents and ethics) of the EuRRECa (European 
Registries for Rare Endocrine Conditions) project. It summarizes (A) feedback from WP5 on the 
instruments to collect PROs that were proposed by WP4 “Core Outcomes”, (B) feedback from WP5 
members that has been collected during the test phase of the PRO tool in the Core Endocrine Registry 
and (C) general recommendations from WP5 to ensure appropriate patient-registry interactions.   

Composition of WP5 

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 

Petra Brügmann Germany Patient e-PAG p.bruegmann@web.de Network Pituitary Gland and 
Adrenal Gland Diseases. European 
MEN Alliance. 

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.  

 

A. Feedback from WP5 on the proposed instruments to collect PROs 

EuRRECa WP4 “Core Outcomes” proposes to use the EQ-5D-5L (for patients 16 years and older)  and 
the EQ-5D-Y (for patients 8-15 years)   (https://euroqol.org/) as generic PRO measures. WP5 discussed 
this proposal at the WP5 meeting in Brussels on 21 06 2019. As a future add-on, WP4 aims to collect 1-
2 condition-specific PROs from the various expert working groups, which WP5 will advise on when they 
have become available.   

WP5 agrees with the selection of the PRO tool as a generic outcome measure and with the reasons 
stated by WP4 for choosing these questionnaires, as they offer several advantages such as user-
friendliness, good readability, and availability of an adult and a child version. In addition, they have been 
translated in over 30 languages. A possible pitfall is that for some conditions, a better outcome than in 
the general population has been reported. Therefore, it should be used as a prospective individual scale 
rather than for comparison with control individuals, as has been suggested by WP4.  

WP5 has some questions and recommendations for WP4 to be considered for further development of 
the tool.  

- The optimal frequency and time intervals for completion of the PRO tool in order to obtain 
relevant information should be specified 

- It should be specified who needs to complete the PRO tool in case of cognitively impaired 
patients. Are the questions adjusted and appropriate for this target group? 

- No input is required on medication or compliance issues, which may be an important 
consideration especially in young people. 

 

 



 
 

B. Feedback from WP5 members regarding the use of the PRO tool in the Core 
Endocrine Registry 
The following comments have been received from WP5 members while using the PRO tool during the 
test phase.  

- PRO tool is probably easy to find for most people, but it may be made even more clear by 
displaying the PRO box in a different color than the other boxes (to suggest that this has to be 
completed by a different person than the one who recorded the patient)  and if, when moving 
the mouse over the box, a text appears automatically stating “If you are a patient and want to 
inform us today about your current health status, please tick this box” (or something alike). 
Ideally this text should be displayed in the official languages from the country the patient is 
living in 

- Patients may not be familiar with the word “PRO”. Are patients invited by mail to complete the 
PRO tool? Will it be made explicitly clear in the mail what PRO stands for and why it is important 
to collect? The same holds true for the questionnaire’s names (EQ-5D-Y and EQ-5D-5L). Esp 
youngsters may quit when they don’t know what this is about.  

- When one logs in as a patient, he receives an invitation to complete the EQ-5D-Y and EQ-5D-5L. 
However, this invitation is in English. Can the invitation mail be in the patients’ own mother 
tongue?  

- Patients may not understand what a “detailed disease registry” is, there should be some 
explanation provided, eventually hidden behind an information icon 

- EQ-5D-Y is only available in 2 languages 
- EQ-5D-Y can be completed erroneously without a system warning when the age of the patient 

does not match with the use of EQ-5D-Y. Ideally , the correct questionnaire should be displayed, 
depending on the birth date of the patient, thus no mistakes are possible 

- Scale to indicate “your health today” is great! Very clear, interactive, … 
- One can complete the EQ-5D-Y and the EQ-5D-5L one after another. Can there be a system 

warning? You can also complete the EQ-5D-5L several times per session. Should there be a 
system warning that you should adjust or delete the previous version of the same day (week, 
month,…) before you can proceed with another?  

- “Vlaams” en “Nederlands” is the same language “Dutch”, and the questions are the same. Is it 
necessary to keep the 2 options, or just keep the option “Nederlands”? Are there different 
control data for Flemish versus Dutch control groups? Or Belgian control data (i.e. Dutch + 
French + German speaking Belgians)?  

- Great that you get an overview of your current and previous scores 
- A more general comment: The generic informed consent documents for the use of CPMS and 

registration within an ERN that have been provided by the EU do not mention the possibility for 
patient access to the registry, nor do they ask an e-mail address from the patient. Hospitals that 
use (a translated version of) this generic IC (like mine) need to make sure this is added to their 
IC document.  

 

C. General recommendations from WP5 to ensure appropriate patient-registry 
interactions 

1. Clinician obtains consent and email from patient/parent 

2. Clinician selects option on patient record in registry to provide access 

3. Registry checks if patient has provided opt-in consent and is happy to be contacted 

4. Clinician enters email address twice 

5. Email goes to patient who clicks on a hyperlink in the email text 



 
 

6. Patient can then access his/her record 

7. Patient can change personal preferences - this will include consent to receive newsletters, consent to 
be contacted about research studies, consent to be contacted about health surveys, consent to continue 
having data stored in registry, consent to have data used after death, consent to have data in the registry 
shared with approved researchers and registries, would like to join forum of people with the same 
diagnosis. 

8. Patient can change password, email address 

9. Patient can contact responsible clinician and EuRRECa office 

10. Patient can view details of local center 

11. List of past and overdue tasks will be visible - this will include review patient preferences, and a list 
of questionnaires that need to be completed. 

12. When the clinician requests a questionnaire needs to be completed, an email will go to the patient 
to complete within their module. 

13. When the questionnaire completed, the results will be entered in the core registry. 

14. Patient is informed about what studies their data have been used for and what registries their data 
have been shared with. 
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