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Overview Data Collection Items 
 

Quanti- 
tative 

general items - participating Miracum Sites 
- general items related to DIC regulations, SOPs and 

associated responsibilities 
- processes description and division 
- provenance, self assessment, expectation, tools in use, 

collection 

items in data 
integration 
process 

- artifacts and their properties from data management 
activities during  data extraction and data transformation 
phase regarding 
- data elements 
- versioning 
- logfiles 
- execution history and environment 

- testing procedures during data management activities 
- traceability examination of data management activities  
- existence of metadata concept 
- usage of metadata template and/or tools 

items in data 
sharing process 

- availability of documentation of resources and activities for 
data sharing process 

- availability of organizational information related to data 
release process: researcher, ethics committee, UAC, data 
protection officer, consent of data owner, accepted data use 
agreement, data delivery 

- items related to querying the data pool based on the data 
request in order to deliver a result object 

- generation of querying script 
- documentation of script available 
- log files available 
- content of log files 
- logging of access to data pools 
- logging of information about execution 

environment and history 
- validation available 

- format of delivery of result object 
- storage of data request artifacts 

- items related to the result object and data delivery 
- compliance given to the usage regulations 
- traceability examination of result object and artifacts 



performed 
- internal registration of result object and artifacts 

performed 
- access medium to result object for researcher 
- acknowledgement of receipt obtained from 

researcher 
- archiving of result object performed 
- evaluation of result object for compliance to FAIR 

criteria 
- metadata concept available for data sharing process 

data 
interoperability 
via using 
terminology 
services: 
data element 
groups  from 
MII core data 
set and their 
catalogs status 
from source 
system until 
FHIR profile 

- diagnosis, procedure, laboratory finding, medication, 
intensive care parameter (physiological measurements and 
therapeutic measures), biospecimens 

- used coding catalogs and version per data element group and 
status of FHIR mapping for selected data elements 

- additional need for metadata 
 

Quali- 
tative 

list of comment 
fields: 
 

- description to obligatory demands for DIC 
- description DI processes data integration/data sharing 
- provenance tools in use 
- defined provenance criteria collected 
- expectation on provenance 
- Data Integration process 

- code properties (versioning) and retention period 
- logfiles (execution/error protocol) 
- metadata tools/templates 
- workflow tools 
- transparency/traceability aspect revealed in DIC  
- measurement of data integrity and data quality 
- content of logs 
- information automatically collected about IT 

infrastructure and execution history 
- FDR repositories used 
- data generated on execution history and execution 

environment 
- Data Sharing process 

- infos to data sharing process 
- validation information 
- content of log-files 
- formats produced for researchers  
- permanent availability of script 
- result object for researcher 



- storage of data request artefacts 
- compliance given to the usage regulations 
- internal registration of result object and 

artefacts performed 
- access medium to result object for researcher 
- metadata concept 

- Status data elements/catalogues 
- sources of not structured data 
- status of annotation of data elements 

 
 
Original questionnaires (German language) 



 



 

 
 
 



 



 
 



 



 



 
 



 



 



 
 



 


