BELEMHE F178808 > 24-28H (2023 11H)
Journal of Healthcare Quality 17(6): 24-28, November 2023

10.53106/199457952023111706004

Informed Consent and Participant Protection in
Human Biobanks: Present and Future

& *
Lu-Hung Lin'
"Human Subject Protection Association in Taiwan

*Corresponding Author: Lu-Hung Lin Email: luhung2001@hotmail.com
ORCID: https://orcid.org/0009-0003-3437-9987

Abstract

Biomedical research has flourished in recent years due to the developmental needs of precision
medicine, particularly through the establishment of human biobanks based on population cohorts
or groups with specific diseases. Biobanks simultaneously collect biological samples, genetic
information, and medical data, which significantly reduces the time and cost for participant
recruitment for research and facilitates the linkage of biological and medical information from
diverse sources. This has increasingly highlighted the importance of biobanks. In terms of
participant autonomy, obtaining informed consent for biobanks differs from that for other types of
human research. The distinct aspect of biobank participation lies in obtaining broad consent from
participants, thereby placing greater emphasis on informing them about the biobank’s operational
mechanisms, future risks, and the impact of genetic information on the participants and their family.
Consequently, the statutory requirements for biobanks regarding participant consent include more
items than that for other human research; Article 7 of Taiwan’s Human Biobank Management Act
stipulates 17 items, exceeding the 9 items mandated for human research in the Human Subjects
Research Act. Furthermore, while the physiological risks to participants in biobanks are relatively
minor, other risks may seem abstract and distant, leading to their potential underestimation. Overall,
ensuring participants’ valid consent, complete understanding, and thorough comprehension should
be undertaken from the participants’ perspective to examine the explanation and consent obtaining
process and whether participants can understand the information provided in the consent forms.
Hence, suitable assessment methods for aiding participants’ understanding should be developed.
Currently, the informed consent process, including explanations in the consent forms and information
disclosure, tends to be unidirectional and gives less consideration to the participants’ perspective
on the implications of participating in a biobank. Participant involvement is becoming more crucial
as biobanks increasingly link more medical and nonmedical personal data; hence, confirming
participants’ genuine understanding is imperative. After all, informed consent as a means to protect
participant autonomy hinges on their full understanding. Thus, incorporating varied approaches to
uphold this principle is necessary.
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