
D3.4   WP3 Report: 24h month  

 

Introduction The aim of this report was the application of the toolkit for quality assessment 

developed during the 1st year of activity of WP3.   

 

Methodology: The toolkit was submitted for the evaluation of 7 international registries on rare 

endocrine conditions (R1. International registry for rare thyroid disorders - MCT8 deficiency 

registry; R2. ERCUSYN on Cushing disease; R3. I-DSD & I-CAH on Disorders of Sex Differentiation 

and Congenital Adrenal Hyperplasia; R4. ECLip Registry; R5. ENSAT registry; R6. NordiNet IOS; 

R7. Italian Prader Willi registry). 

The methodology and phases followed to define the overall quality indicator are detailed bellow:  

1. First step:  

For each question of the toolkit a value raging between 0 and 1 (1 is the optimum) was 

assigned depending on the number of the answers. In particular, for questions with 2 

answers (Yes, No), value of 0 was assigned if the answer was NO; value of 1 was assigned if 

the answer was YES. For questions with multiple choices we decide to define intermediate 

points (example 0,5, 0.75 ecc) depending on the number of choices for each question, 

included in the toolkit. A value of 0 was assigned for missings. 

2. Second step: a quality score was calculated for each area (area-specific score) as the sum of 

scores of specific questions.  

Since the number of selected questions is not constant for each area, the area-specific scores 

have different allowed maximum values, as described below:   

1. “Governance” area has 12 selected questions corresponding to a sum ranging from 0 to 12  

2. “Data sources” area has 2 selected questions corresponding to a sum ranging from 0 to 2 

3. “Case Report Form, Data Elements” area has 2 selected questions corresponding to a sum 

ranging from 0 to 2 

4. IT Infrastructure area has 18 selected questions corresponding to a sum ranging from 0 to 

18 

5. FAIR area has 10 selected questions corresponding to a sum ranging from 0 to 10 

6. “Data quality” has 2 selected questions corresponding to a sum ranging from 0 to 2 

7. “Quality information” has 4 selected questions corresponding to a sum ranging from 0 to 

4 

8. “Documentation” has 1 selected question corresponding to a sum ranging from 0 to 1 

9. “Training” has 2 selected questions corresponding to a sum ranging from 0 to 2 

10.  Involvement of Patient Organisations has 9 selected questions corresponding to a sum 

ranging from 0 to 9 

3. Third step: calculation of the overall quality score was conceived as the sum of the 10 area-

specific scores. In order to assign the same weight to each area, in the calculation of the 

overall quality score, a scaling was applied so that the score of each area was in the range 0-

1 (where 1 corresponds to the optimum value of quality) and the total score range from 0-10 

(10 optimum value of quality). 

 

 

 

 

 



Results  

The following table include the results of quality score of each area and the total quality score 

calculated for each registry.  

 

 

Registry Registry 1 Registry 2 Registry 3 Registry 4 Registry 5 Registry 6 Registry 7 

Governance 0,7 0,6 0,8 0,6 0 0,4 0,6 

Data Sources 1 1 0,5 1 0 1 1 

Case Report Form, Data Elements 0,5 1 1 0,8 0 0 1 

IT Infrastructure 0,9 0,7 0,8 0,5 0 0,8 0,6 

FAIR Principles 0,1 0 0,3 0,1 0 0,3 0,6 

Data Quality 0 1 0,3 0,8 0 1 0,3 

Data Information 0,4 0,6 1 0,8 0 0,8 0 

Documentation 1 1 1 1 0 0 0 

Training 0 0 0,8 0 0 0,3 0 

Involvment of Patient Organisations 0,7 0,4 0,8 0 0 0,6 0,9 

Total Score 5,3 6,3 7,2 5,5 0 5 5 

 

General comments expressed by the registry leader:  

• important to make a difference between just started and well-established patient 

registries; although all questions are valid, it is not doable to check them all before 

getting a registry launched; importantly, all successful registries have started small and 

steadily improved; by putting too much constraint on beforehand, new initiatives can 

be stopped 

• many questions are either not directed to the clinicians involved  

• there wasn't a clarity and relevance question in IT and FAIR sections.  

• some responses could have more options such as a likert scale rather than just yes or no 

• the survey is well done and the vast majority of items are relevant. 

 

Conclusion  

The toolkit has the potential to become a valuable element in the effective evaluation of the 

registry implemented in the frame of ERN. 

The toolkit will be piloted until the end of project, and continued development of the tool will 

be agreed. 

The tool needs to be supported by an infrastructure and quality working group that provides 

for quality oversight, governance, methodological maintenance and further development, advocacy 

and funding.  

 

This report is part of the project ‘777215 / EuRRECa’ which has received funding 

from the European Union’s Health Programme (2014-2020). The content of this 

Generic PRO tool represents the views of the author only and is his/her sole 

responsibility; it can not be considered to reflect the views of the European 

Commission and/or the Consumers, Health, Agriculture and Food Executive Agency 

or any other body of the European Union. The European Commission and the Agency do not accept any 

responsibility for use that may be made of the information it contains. 

 


