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20. In order to foster trustworthiness, Health Databases and Biobanks must be
governed by internal and external mechanisms based on the following principles: ...
Transparency: any relevant information on Health Databases and Biobanks must be
made available to the public; ...

Accountability: Custodians of Health Databases and Biobanks must be accessible

and responsive to all stakeholders. ...

> OECD: NULRAFT—AH)\F > RICEHT DIBESENS (2017)

7. Transparency, through public information mechanisms which do not compromise
health data privacy and security protections or organisations’ commercial or other
legitimate interests. ...

11. Implementation of controls and safeguards. These should:

Provide clear and robust lines of accountability for personal health data processing,

accompanied by appropriate mechanisms for audit. ...

Copyright © Oh-Ebashi LPC & Partners




IIIFE:EH ,E\'EE&U EIH |£I:L0),U\%"=}3
sBASEENAONERMEE B, 20tHFEDRS

ENSEUR(CE

NDEXDICIEDIC

Dubnick MJ, Accountability as a Cultural Keyword (2014).
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Scope of the designed system

Level 1 Factual details of data processing activities
- Scope analysis
5 Interpreting the Finding facts of Drawing a
Level 2 scope certain data conclusion >
: processing
: Results of the
— Specification analysis analysis
i Interpreting the Finding facts of Drawing a
Level 3 specification certain data conclusion -
: processing
L] G e
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In this research project, a pharmaceutical company in country C and an IT vendor in country B jointly sponsored a research project
and asked a hospital in country A to run it. The hospital obtained informed consent from a research subject and provided a
wearable device for remotely monitoring patient status. The data and the biospecimen of a research subject collected by the
hospital flowed from it to the pharmaceutical company via a CRO in country C. The data collected through the device were
transferred to the IT vendor and shared with the pharmaceutical company. The pharmaceutical company engaged a laboratory
service provider in country A to analyze the biospecimen and got back the results.
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Example of a supplemental table: data processing by the pharmaceutical company

<+— level 1 >< Level 2 >< Level 1 >< Level 3 ———
Linkability
Narme Data to Data classification Purpose of Legal basis of processing
granularity|non-coded|under the law of country C Processing under the law of country C
data
Producing statistical data
Case report from | Individual- sets
the hospital level Y Personal data Monitoring adverse effect | Consent
Non-personal data (out of No (legal basis is not

Statistical results | Statistics |N the scope of the law) Writing a paper required)
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