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European Data Protection Board
Attn.
Per email: EDPB@edpb.europa.eu

Utrecht, January 18, 2019
Dear Members of the European Data Protection Board,
Re: comments on the Guidelines 3/2018 on the territorial scope of the GDPR (Article 3).
We welcome the opportunity to submit our comments to your proposed Guidelines 3/2018 on the
territorial and extra-territorial scope of the General Data Protection Regulation (GDPR). Following are
our comments which we submit on behalf of Dutch clinicians, medical scientists, epidemiologists,
academic hospitals, health registries, biobanks, both clinical biobanks and population cohorts and
associated organisations.1
Your Guidelines contain a helpful discussion of the criteria for determining the application of the
territorial scope of the GDPR. Specifically, the various scenario's offer clear guidance to controllers
and processors, both within and outside the EU, to assess whether they need to comply with the
GDPR.
Transfer to processors outside the EEA subject to 2 contracts (Article 28 and SCC)?
As you know, scientific research is, by definition, an international effort requiring the sharing and
processing of (deidentified) data across the globe. A substantial part of our research involves the
sharing of data with our counterparts in non-EU jurisdictions. Many of these transfers are based on
one of the EU's Standard Contractual Clauses under Article 46 GDPR (SCC).
One of the scenario's (Example 6), in the Guidelines then, could benefit from additional clarity. In this
scenario, a Finnish research institute conducts research regarding Sanni people in Russia, for which it
uses a processor based in Canada. According to the Guidelines, while the GDPR would not formally
apply directly to the Canadian processor, the Finnish controller needs to enter into a data processing
agreement with the Canadian processor. Paragraph 3 of the Guidance states that 'where a controller
subject to GDPR chooses to use a processor located outside the Union and not subject to the GDPR,
it will be necessary for the controller to ensure by contract that the processor processes the data in
accordance with the GDPR'. However, in addition, the Guidelines provide that the provisions of
Chapter V of the GDPR containing mechanisms for the transfer of personal data to countries outside
the EEA may (our emphasis) also apply.
Having to negotiate a separate processing agreement with non-EU research institutes, on top of the
execution of the pertinent SCC, would create a serious obstacle and significantly delay if not prevent
international sharing. Additional clarity would be useful to the effect that transfer to processors
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outside the EEA subject to a pertinent SCC (or subject to another legal base provided under Chapter
V of the GDPR) are not subject to the contractual arrangements of Article 28.
Research Collaborators outside EEA subject to Chapter V of the GDPR
The Guidelines carefully separate the application of the GDPR's jurisdictional reach to processors and
controllers. It would be beneficial to clarify that this approach should also apply in the case in which
there are multiple separate controllers, such as when research institutes outside the EEA form part of
or collaborate with research consortia funded by the EU. The difference with the example of the
previous section is that in those cases each controller will process personal data of the residents of
the country in which it is established, subject to its pertinent national rules and procedures (such as
ethical vetting of the research). Usually these organisations have collected these data already for
their own research and their data in their own jurisdiction which will now be used in the context of
the research of the consortium.
A requirement to comply fully with the GDPR in those instances would be an untenable position for
most non-EU research institutes and hence be a hindrance if not a full stop to international
collaboration for EU based institutes. The Guidelines should provide explicit guidance that the GDPR
does not apply to research institutes outside the EEA solely by virtue of their collaboration in an EU
funded project, as these institutes would meet none of the requirements of either Article 3(1) or
Article 3(2): they would not be established in the EEA, offering goods or services to data subjects
located in the EEA, or monitoring the behaviour of data subjects located in the EEA. If and to the
extent that research institutes outside EEA receive any (deidentified) data in the context of an EU
funded project, such transfer will be subject to Chapter V of the GDPR: Transfers of personal data to
third countries or international organisations.
Please do not hesitate to contact us, should you have any questions. We hereby consent to the
publication of personal data contained in this letter.

Kind regards,
On behalf of BBMRI-NL, Health-RI and COREON,

Prof.p G.A. Meijer (BBMRI-NL, Health-RI)

Prof. Dr. V.V.A.M. Knoers (BBMRI-NL)

Prof. Dr. L.M. Bouter (COREON)
J.A. Bovenberg, JD, LL.M, PhD. CIPM, CIPP/E Attorney at Law
E.B. van Veen, JD, Legal adviser MedLaw
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