
Deliverable 5.2: Patient and ethics perspective report on existing 
registries 
 

Introduction 
This report, developed by the EuRRECa WP5 results from two separate meetings and follow-up 
discussions.  

There has been a preliminary Webex meeting with the project’s PI Faisal Ahmed and WP3 coordinator 
Yllka Kodric with WP5 coordinators Martine Cools and Arlene Smyth in May 2019 and in this meeting, 
specific tasks to develop D5.2 were defined as below:  

General task 

The quality of registries is of equal importance to patients and other stakeholders, hence the idea to 
produce a joint deliverable with the EURRECa WP3. Thus far, four registries have completed the pilot 
assessment survey on a voluntary basis. It was decided that four responses is insufficient to validate the 
questionnaire and additional participant registries are needed. Faisal Ahmed will provide more contact 
details of registries affiliated to ENDO ERN to Yllka Kodric and these will be invited to complete the pilot 
survey. In addition, the Core Endocrine Registry can be a new registry to be assessed.  

WP3 will also, in conjunction with WP5, develop a system to provide a weight to the various questions, 
so that a final score and assessment report can be obtained per participating registry. For this, WP5 is 
asked to give input on mandatory or very important features of registries from the patient’s perspective 
and ancillary features to be developed to increase the quality of the registry. Therefore, WP5 has to rate 
the importance of the various questions in the survey from the patient’s perspective.   

 

Specific tasks for WP5  

Provide an overall impression of the survey and a specific impression from a patient’s perspective. Are 
there items missing? Are the questions clear? Are the received answers clear and satisfactory? Are 
patient needs and ethical requirements sufficiently represented in the questionnaire?  

Are there redundant questions within area 10, due to overlap with questions in other areas, or should 
all questions be kept?  

Can we identify red flags, required items, that should really be present as a minimal requirement for a 
registry to get the quality stamp (while keeping the bar sufficiently low)? In addition, what (patient-
related and ethics-related) items are most important and should be weighed more in the final score 
than other items?  

 
To address these tasks, WP5 had a separate meeting on 21 06 2019. The minutes of this meeting can 
be found on the EURRECa website. The development of Deliverable 5.2 was one of the main agenda 
items. The items that resulted from the preliminary Webex meeting were discussed thoroughly among 
participants.  

 

WP5 overall impression of the survey 

All items currently present in the survey are considered essential. In addition, each contemporary well-
managed registry should be able to provide details on how the communication flow with patients is 
structured and how patients are informed about results, further developments etc. Therefore, WP5 
suggests to specify time intervals at which patients are asked to update their contact details and the 
way patients are contacted ( mail, letter, telephone, etc.).  



 

WP5 view on Area 10 
WP5 feels that, although some overlap with questions in other areas is present, all items in area 10 
should be maintained, as they specifically focus on the patient’s perspective, which is not the case for 
other areas of the survey.  

 

WP5 identification of red flags 

These are considered minimally required items for any registry in order to pass a quality assessment, 
while keeping the bar sufficiently low, especially for the smaller registries. Where appropriate, WP5 has 
indicated what (patient-related and ethics-related) items are considered most important by the group 
and should eventually weigh more in the final score than other items?  

All questions from the pilot survey were discussed separately. Comments on each of the questions are 
summarized below and red flags (RFs), i.e. items that are required as a minimum for large-scale 
international registries and that are recommended for smaller registries in development are indicated. 
WP5 acknowledges that starting registries need to grow and cannot comply with all recommendations 
at once. Therefore, while assessing existing registries, WP5 aims to provide suggestions for these 
registries that indicate potential for improvement, rather than obligatory features that should be 
incorporated without delay. Nevertheless, WP5 agreed that, especially in the area of rare diseases, it is 
important for small registries to connect with each other and to try and join forces, in order to obtain 
sufficient capacity to meet the recommended quality criteria.  

 

General characteristics 
- p1 Q3: to be discussed with ICT if not easier to split name and surname to obtain a uniform formatting 
(‘name, surname’ vs ‘name surname’ vs ‘surname name’ vs ‘surname, name’) 

- p1 Q4: dropdown menu possible? Eg for paediatrics using the International Classification of Pediatric 
Endocrine Diagnoses (https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5296918/) or more general 
using the ICD-11 of the WHO. 

- p1 Q7: ‘+1 countries involved’ should be replaced by ‘more than one’ to improve clarity 

- p1 Q8: replace ‘indicate’ by ‘type’ and ‘if DD/MM is missing’ by  ‘if starting date is not known’ 

- p2 Q9: uniform use of capitals for each option : ‘Research’, ‘Public Health’, ‘Clinical Trial’ … 

 

Area 1:  Governance 
- p3 Q10: ‘management team is the group of people who direct and manage the registry’ 

- p3 Q11: formatting error with the question mark and different font used 

- p3 Q12: ‘a named person’ this is confusing, ‘Is there someone who takes overall responsible for the 
registry?’ 

- p4 Q13 and Q14: uniform use of capitals for each option, here ‘(multiple choice)’ is indicated, why not 
so for p2 Q9? 

- p5 Q13 and Q14: uniform use of capitals for each option, wording of many questions could be 
simplified: ‘Select stakeholders involved in …’ 

 - Q16: WP5 suggests to further define “involvement” 

- p18 Q18: ‘Is current funding sufficient for sustaining the registry’ 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5296918/


- p19 Q19: wording is not precise, ‘Was the registry approved by a national or international ethical 
board?’ – The provided options are not fully clear. 

- p6 Q22: uniform use of capitals for each option, question should read: ‘If a standard process for data 
sharing and exchanging exists specify whether this is’ 

- p6 Q23: (select multiple choice) vs previously used (multiple choice) => uniformity is important 

 

Q10, 11, 12: RF 

Q13: We suggest to include “patient” in the thick box list. Patient representation is not considered a RF.  

Q14: RF 

Q17: important but no RF 

Q18: important but no RF 

Q19: RF 

Q20, 21: important but no RF 

Q23: RF 

 

Area 2: Data sources 
- p8 Q26: (select multiple choice) vs previously used (multiple choice) => uniformity is important 

- p8 Q28: uniform use of capitals for each option, ‘not much clear’ is not a clear option and incorrect 
English => leave out this option 

- p8 Q29: uniform use of capitals for each option, same here for ‘not much relevant’ 

Area 3: CRF and data elements 
- p9 Q30: not clear, what is best practice, standard guidelines (can we add sources of such guidelines to 
enable an objective judgment) 

- p9 Q32: uniform use of capitals for each option, ‘not much clear’ is not a clear option and incorrect 
English => leave out this option 

- p9 Q33: uniform use of capitals for each option, same here for ‘not much relevant’ 

 

Q39: important 

Q30: RF 

Area 4: IT infrastructure 
- p11 Q42: uniform use of capitals for each option 

- p12 Q52, Q53, Q54: uniform use of capitals for each option 

 

Q40: RF, also for all of the subquestions 

Q44: RF that it is in place, but it should not be specifically created by the system according to WP5 

Q45, 46, 47, 48, 49, 50, 51, 52: RF 

Area 5: FAIR principals 
- p13 Q60: formatting problem at the end of the question, no space between of and interoperable, 
uniform use of capitals for each option 



- p15 Q67 and Q68: uniform use of capitals for each option 

 

Q55: It is considered important by our group that everything works fine, how this is realised in detail is 
not so relevant 

Q66: RF 

Area 6: Data quality 
- p16 Q71: uniform use of capitals for each option, ‘not much clear’ is not a clear option and incorrect 
English => leave out this option 

- p16 Q72: uniform use of capitals for each option, same here for ‘not much relevant’ 

 

Q69, RF, under the form of an internal audit 

Area 7 Quality information 
- p17 Q73: ‘a report is laid before’ 

 

Q73: important but no RF 

Area 8 Documentation 
- p18-19 Q77-Q81: same remark for the options ‘not much clear’ and ‘not much relevant’ 

 

Area 9 Training 
- p20 Q82-83: Add comma after ‘Yes’ 

- p20 Q84-85: same remark for the options ‘not much clear’ and ‘not much relevant’ 

 

Area 10 Involvement of patient organisations 

Q86: The suggestion from WP5 would be to add some items, namely 

1/ definition of end points (mostly for drug R) 

2/ evaluate access proposals 

In addition, WP5 would suggest to re-order the items in the following way:  

 No involvement 

 Can register themselves 

 Can modify own data 

 Can look at the type of information that is collected  (eg can have a look at the CRF, at the 
dataset, .. 

 Can view selected data in the registry 

 Can view all data in the registry 

 Can participate as members from the steering committee, governance board 

 Can define study endpoints 

 Can define readability and comprehensiveness of patient information sheet 

 Participate in data access committee and vote on access decisions 

 Can propose studies 

 

- p21 Q87: ‘How is communication with patients organized?’ , uniform use of capitals for each option 



- p22 Q90: ‘Is informed consent asked in language understandable to the subject and in such a way that 
facilitates comprehension by lay persons (i.e. in line with HHS Policy for the Protection of Human 
Research Subjects)’? 

- p22 Q91: CRF should be written out before using the abbreviation. Remove (amongst others). 

- p22 Q95-96: same remark for the options ‘not much clear’ and ‘not much relevant’ 

 
Q87: important but no RF 

Q88: RF thtat it is available, WP5 would like to suggest to use specific format for assent in minors, eg 
video message, app ,… 

Q90: RF that it is checked by a patient representative 

Q91: RF 
Q92: important but no RF 

 

This report will be presented to WP3 for improvement of the current version of the questionnaire and 
to the project coordination. Once finalized it will be published on the EURRECa website.  
 

 

 

 

 

 

 

 


