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Act and the Personal Information Protection Act.

Research Using Human Biological Materials and Institutional Review Board Review

Department of Laboratory Medicine, Chung-Ang University College of Medicine, Seoul, Korea

Recently, with the development of biotechnology and molecular genetics, research using human biological materials has been
receiving attention, and the demand for the use of human- biological materials has also increased significantly. In particular,
human biological materials contain the personal information of the person providing them, so special care must be taken
to protect personal information throughout the entire process from drafting the human biological materials research plan,
Institutional Review Board (IRB) review, and research progress. In addition, it is important to appropriately utilize residual
human biological materials obtained during medical diagnosis and treatment at medical institutions to achieve scientific results,
while protecting the rights of human biological materials providers and improving the method of expressing consent so as
not to damage the trust of human biological materials providers in researchers. To this end, it is necessary to provide sufficient
information and education so that researchers and IRB members can understand and apply related laws such as the Bioethics
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Table 1. Contents of research proposal according to the collection route of human biological materials

Contents of research proposal

Research institution, researcher information, research background, research purpose, research period, quantity and basis of
calculation of human biological materials, research contents and methods, research results and evaluation methods, storage OO0 O O
and disposal plans for human biological materials, safety and personal information protective measures for human subjects,

references

Selection and exclusion criteria for human subjects, methods for collecting human biological materials and collectors, recruitment O
and enrollment period of human subjects, information on consent of human subjects (description and consent form)

Criteria and methods for selecting human biological materials, storage period, reasons for storage, and basis for human biological
materials, presence and content of consent form when collecting human biological materials

o o

Criteria and methods for selecting human biological materials, providers of human biological materials, content provided, and ot

methods of provision

A, human materials research projects that directly collects human biological materials; B, human materials research projects using human biological
materials stored by researchers; C, human materials research projects using residual human biological materials; D, human materials research projects that
uses human biological materials provided by the biobank or residual human biological materials used in other research.

*Whether or not there is a consent form for the collection of human biological materials, and if there is a consent form, submit a copy and describe
the reason for exemption of consent. 'You can plan with consent or exemption of consent, and if you want to use it after consent, you must submit a
description and consent form, and if you want to proceed with exemption of consent, you must write a reason for exemption of consent. *Submit a copy of
the license and a certificate of provision from the biobank or submit an approval letter from the Institutional Review Board of the researcher providing the

human biological materials.
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Table 2. Classification of human biological materials by level of anonymization

Level of anonymization of human biological materials

Note

Anonymous
Unlinked anonymized
Linked anonymized
Coded

|dentified

Collected without any personal information

Irreversibly anonymized

Reversibly anonymized; a link exists, but the researcher does not have access

Researcher has access to the code

The information that allows identification-name, address and so on-is associated directly with the

human biological materials
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