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Information Gap

• (How) can implant-related quality and adverse events be efficiently
documented transnationally?

• Are there differences between countries regarding the frequency or 
kinds of complications?

• Which patient groups (e.g. age, gender, comorbidities, country?) are 
associated with what kinds of fractures? 

• Which patient group is associated with increased complication rates?

• Can best practices be deduced from these differences?

• What are the benefits of bone substitute use for primary fracture 
fixation or complications treatment?

• Is Vancomycin in bone substitution efficient for infection prevention 
and infection treatment?



Aim and advantages of a Transnational 
Fracture Registry (TFRP) CDM approach

• each partner can access his/her own research data

• no delay between data entry and accessibility

• high level of data privacy and IT-security through
establishment of an independent trusted third party

• central provision of real-time informed consent

• central data pseudonymization and storage

• data quality through continuous checks for plausibility

• each partner can request access to research data of partners /
whole dataset

• reduced effort for all partners regarding IT-resources (staff-
wise, organisational, technical)



Comprehensive Experience in Informed Consent- and
ID-Management

Based on: Bialke, M., et al., A workflow-driven approach to integrate generic software modules in a Trusted Third Party Journal of Translational Medicine, 2015. 13(176).
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Challenge

• EU General Data Protection Regulation by the 
European Commission

mandatory for all EU-member states as of May 2018

Aim: Assess legal terms for BFCC data management processes:
• (1) data capture procedures and
• (2) existing fracture data import (e.g. from Sweden)
• (3) transborder collection, storage, and transfer of person-identifying

data (IDAT) and medical data (MDAT) 

Process: a comprehensive legal report for the BFCC by 
DIERKS+Company

• conducted questionnaire survey to gather details on national and 
local data protection regulations in BFCC partner countries

• systematically evaluated legal dimensions of all CDM procedures 
including transborder transfer



Solution: Transnational Fracture Registry (TFRP)
- Data protection by design

• Positive ethical votes for each BFCC site

• Uniform patient information and patient consent (English and country-
specific translations) (Art. 6 (1) GDPR)

• Patients pro-actively consent to collection, storage and usage of his/her 
fracture data for predefined purposes within BFCC project 
(Art. 6-11 EU-GDPR)

• Central Trusted Third Party separately manages patients’ identifying data 
(IDAT)

• Pseudonymized storage, transfer, and use of research data 
(Art. 6 (4) GDPR)

• Additional IT Security aspects: TLS1.2 with client certificates, IP-Filter, etc. 
(Art. 25 GDPR and Recital 78 GDPR)



Infrastructure



Use Case 1: Register Patient for BFCC
Register new participant (IDAT) via Trusted Third Party



Use Case 2: Search existing Participant
Enter name, select result and access patient documentation using 
Trusted Third Party 

Mustermann



Use Case 3: Medical Data Entry
Fill in medical data in registry (here: participant fracture data)



Fracture Registry Sites

Source: https://www.bfcc-project.eu/registry.html, accessed 2019-01-28

https://www.bfcc-project.eu/registry.html


Number of Patients until February 2019

• First patient-in was in December 2017. 



First Results

• Data input on-going
• Challenging endeavour
• TFRP site-specific Reports by UKSH

Interested? See „How to get access to the BFCC?” 
at https://www.bfcc-project.eu/registry.html

https://www.bfcc-project.eu/registry.html
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If you want to join the project or have further questions, please contact

Data Management
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Thank you!

www.bfcc-project.eu


