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Raising standards for global data-sharing 
 

In their Policy Forum “How to fix the GDPR’s frustration of global biomedical research” (2 
October 2020, p. 40), J. Bovenberg et al. argue that the biomedical research community has 
struggled to share data outside the European Union as a result of the EU’s General Data 
Protection Regulation (GDPR), which strictly limits the international transfer of personal data. 
However, they do not acknowledge the law’s flexibility, and their solutions fail to recognize the 
importance of multilateral efforts to raise standards for global data-sharing. 
 
Bovenberg et al. express concern about the thwarting of “critical data flows” in biomedical 
research. However, the limited number of critical commentaries (1,2) and registered complaints 
(3) indicate that hindered data exchange may not be a substantial global problem. Moreover, 
the authors concede that during the COVID-19 pandemic, data transfers remain ongoing 
because transfers “necessary for important reasons of public interest” are already provided in 
the law [(4), Article 49(1)(d)]. The European Data Protection Board (EDPB) has cautioned that 
transfers according to this derogation shall not become the rule in practice (5), but this 
conditional support for international COVID-19 data sharing shows that the law already provides 
suitable flexibility. This flexibility also shows the EDPB’s recognition of the pressing social need 
that biomedical research represents for the global research community during the COVID-19 
pandemic, while also seeking to ensure that this remains the exception and not the beginning of 
a normalized practice. 
 
Bovenberg et al. contend that pseudonymized data should not be considered personal data in 
the hands of an entity that does not possess the key needed for re-identification. This proposal 
runs against well-established guidance in EU member states such as Ireland (6) and Germany 
(7), and it does not take into account the cases in which identifiers remain attached to 
transferred biomedical data or in which data could be identified without a key. 
 
Bovenberg et al. also neglect to state that the GDPR has special principles and safeguards for 
particularly sensitive re-identifiable data, not just for the protection of privacy but also for the 
security and integrity of health research data—aims that align with all high-quality scientific 
research. Respecting these standards (both technical and organizational) is fundamental to 
ensuring better data security and accuracy in the transferring of huge datasets of sensitive 
health data that are essential to global collaboration [(4), Articles 5 and 9, Recitals 53 and 54, 
and (8)]. Thus, these rules should not be subject to exemptions, which would result from not 
classifying pseudonymized data as personal data. 
 
The purpose of the GDPR’s strict rules is to ensure that when personal data are transferred to 
non-EU countries, the level of protection ensured in the European Union is not undermined. The 
EU’s Court of Justice decisions (9, 10) make it clear that ensuring an adequate level of protection 
in non-EU countries, especially independent oversight and judicial remedies—which the Court 
found lacking in the United States—is a matter of fundamental rights. This discrepancy is an 
opportunity for non-EU countries, including the United States, to raise their data protection 
standards to the level of the European Union’s, not for the European Union to decrease its 
own standards in a regulatory race to the bottom. We encourage research organizations and 
country delegations to work with the European Commission, national data protection 
authorities, and the EDPB to craft interoperable rules on data sharing applicable for biomedical 
research in ways that do not undermine fundamental rights owed to data subjects. 
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