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Danone being the heart Day-to-day

Nutricia of Research & examples
Research Innovation




21/02/2018

“Bring health through food to as many people as possible”
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Utrecht Science Park

* Unique integration of science,

education, and business

* Presence of University,
Academic Hospital,
Children’s Hospital
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Academic centres

Hospitals

Scientific Advisory Boards

Strategic collaborations
with top in class institutes
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HEALTH CONCERNS/CONSUMER NEEDS

PRECLINICAL STUDIES/
PROOF OF CONCEPT

1 SCIENTIFIC & TECHNOLOGICAL INSIGHTS/

PRODUCT CLINICAL STUDIES FOR
DEVELOPMENT SAFETY & EFFICACY

PACKAGING &
SENSORY SCIENCE

TRANSFER TO
INDUSTRIAL SCALE

)

“Personal Data being the heart of our Research & Innovation Process’

Personal Data being the heart of our Research & Innovation business

CLINICAL RESEARCH

NSORY
CONSUMER SCIIENCE

MEDICAL
DEVICES

NUTRITION CLINICAL
RESEARCH UNIT
(PHASE 1)
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Personal Data being the heart of our Research & Innovation business

Global Clinical Studies conducted by Nutricia Research

GDPR Challenges:

* Territorial Scope of the GDPR;
Impact on (sensitive) personal data collected globally but processed in the EU

» Controller vs. Processor role (Nutricia v.s. Hospital)
Distinction if Hospital is collecting certain personal data as part of clinical practice, or when personal
data is collected specifically for the clinical study.

* Consent Management; Secondary use of Clinical Study Data and Biological samples

* Implementation of State-of-the-art deidentification methods

Personal Data being the heart of our Research & Innovation business

» Storage and Access control of Clinical Study Data
Cloud based solution? Territory?

* New Standard Operating Procedures to be drafted
Data retention, right to be forgotten

* Data sharing with externals e.g. supporting data for scientific publications
Transparency policy

* Third Party Vendor Management (updating existing contracts)
Controller vs. Processor; check on security measures in place, Data Processing Agreement

* Enforcement by authorities....?
Active enforcement by Dutch DPA? Investigations based on Data Protection Law Breaches?
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Personal Data being the heart of our Research & Innovation business
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Nutrition Clinical Research Unit
GDPR Challenges:

NCRUVOLUNTEER DATABASE

Database consists of 2 parts:
l. Everyone who participated in one or more studies at the NCRU
2. Everyone who is interested to participate in future studies and gave
permission to be contacted

Personal Data being the heart of our Research & Innovation business

Volunteer database Participate in Study

What? This part contains personal
data, screening and enrollment
information (e.g. visit dates), and
reasons for screen failure or drop-

What? This part contains personal
and medical data required for
recruitment purposes.

Why? To facilitate the subject out

recruitment process and increase the

recruitment rate Why? To support safety of study
subjects and reliability of study

Who? Everyone who is interested in results.

participation in future studies and

gave permission to be contacted for Who? All subjects that have signed

future studies by signing a separate
recruitment informed consent form.

an Informed Consent for
participation in the study
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Personal Data being the heart of our Research & Innovation business

Real Live Data via Medical Devices

FROM: heavy questionnaires with limited reliability (not real time, TO:24/24 7/7, automatic recording and analysis real live data,
difficult to distinguish)

GDPR Challenges:

* Who has access to which data?
Healthcare Professional vs. Nutricia vs. Device Manufacturer

* Territorial Scope
Consent may very per country; specific legislation concerning Data Privacy

* Cloud Storage?
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