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Introduction: The aim of this report was to provide an update on the development of a checklist to be used as 

a framework for assessing and improving the quality of rare disease registries. This checklist has been 

developed by WP3, in close collaboration with WP5.   

 

Methodology: Before selecting the items of the checklist. a list of the working areas influencing the overall 

registry quality were identified. The main reference document for indentifying the working areas was the 

article entitled “Recommendations for Improving the Quality of Rare Disease Registries”. The list of areas was: 

Area 1 Governance; Area 2 Data source; Area 3 Data Elements, Case Report Form, Standardisations; Area 4 IT 

infrastructure; Area 5 FAIR principles; Area 6 Data quality; Area 7 Quality information; Area 8 Training staff; 

Area 9 Documentation; Area 10: Level of Involvement of patient (organisations). 

 

Results: The first draft was discussed internally among five WP3 experts and the coordinator, on 12nd July 

2018, in Milan during the first face-to-face meeting of WP3. After the first round of discussion, the checklist 

was aligned with the WP5 work to have a strong focus on patient centeredness and to fit their needs. A joint 

call conference (CF) with WP5 on November 23 2018 was organized for reaching a consensus among WP3 and 

WP5 experts. After the CF some modifications were added and a second draft was discussed during 2nd face-

to-face Meeting of the WP3 on 3th December 2018, Rome.  

The final check list includes 10 areas and 63 items. The final version of the checklist is included as Deliverable 

3.1. 

Table. Summary of the working areas and items. 

Areas Items 

Area 1 Governance 13 

Area 2 Data source 2 

Area 3 Data Elements, Case Report Form, 

Standardisations 

2 

Area 4 IT infrastructure 18 

Area 5 FAIR principles 11 

Area 6 Data quality 2 

Area 7 Quality information 4 

Area 8 Training staff 1 

Area 9 Documentation  2 

Area 10: Level of Involvement of patient organisations 8 

10 Areas 63 items 

 

Conclusion The checklist was designed to assess the quality of all aspects needed for running a registry and 

involves activities starting from the establishment of the registry governance to the dissemination of quality 

information. The trend of development of RD registries is growing considerably and there is a need to assess 

their quality. It is hoped that this checklist can help registry owners and curators to facilitate self-assessment 

of their registries and for operating and maintaining high quality registry.  
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