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A Review of Propriety of Clinical Database
for Quality Improvement Initiative

Suguru Okubo !’ Hiroaki Miyata? Ai Tomotaki'’ Tadashi Iwanaka"

Abstract

Objectives : The objective of this study is to elucidate the propriety standards
of clinical databases.

Methods : We empirically reviewed the propriety standards of clinical
databases based on “Principles of Biomedical Ethics” (Beauchamp and Childress,
2009) ; respect for autonomy, non-maleficence, beneficence, and justice.

Results : In terms of respect for autonomy, to gain patient’s consent on data
collection and to publicly announce objectives and methods of clinical database are
necessary. An “opt-out” strategy can be adopted as well as an “opt-in” strategy in
clinical databases. In terms of beneficence, confidentiality and anonymization of
data are important. Anonymization lowers the risk of patient identification in case
of data leakage. The principle of justice was divided into justice in participation,
justice in data utilization, and justice in financial responsibility. In terms of justice
in participation, to lower the cost of data registry and to make requirements for
participation were efficient. In terms of justice in data utilization, to make
requirements for data utilization, to investigate the standard of data analysis, to
refer limitation of data analysis, and to disclosure of data analysis are efficient. In
terms of justice in financial responsibility, disclosure of financial tie is
recommended. Improving propriety in terms of non-maleficence is less important,
because a ‘real-world’ information is entered in clinical databases and patients are
not received intervention-such as clinical trials.

Conclusion : This study revealed the methods for improving the propriety of
clinical databases. The appropriate methods are adopted in each clinical database
considering the impact of the methods on accuracy, utility and feasibility of the
database.

Keywords : Clinical database, Factual database, Quality improvement initiative,
Bioethics, Propriety '
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