Form Annex 12

Institutional Review Board of SUNY Korea

Consent Form for Research
on Human Derived Materials

Consent Form
Management Number
Name: Date of Birth:
Human Derived Material _
Donor Address:
Phone: Gender:
Name: Relation:
Legal Representative
Phone:
Name:
Lead Researcher
Phone:

This consent form is for utilizing human derived materials, etc. collected from you (referring to human derived
materials and genetic information obtained therefrom) in research such as disease diagnosis and treatment method
development. The consent is voluntary, and we ask that you make a decision after reading the below, having an
opportunity to ask questions to a counselor and giving a sufficient thought, and consent for this consent form does not

have any influence on your tests and treatments that will be performed afterward.

1. Human derived materials refer to human body components such as tissue, cell, blood or body fluid gathered
or collected from human body, or serum, plasma, chromosome, DNA, RNA, protein or the like separated
therefrom, and you need to hear full explanations on collecting methods and processes before collecting

human derived materials from you.

2. If you agree to use human derived materials and the like collected from you for research purpose described
below, you may decide the period of keeping the human derived materials obtained from you, whether to
provide the materials to other people or other research purposes, matters on personal information handling,
discard of the materials, and the like. You may also withdraw consent for matters you've agreed any time. In
this case, handling of human derived materials obtained from you, records, information and the like collected
until you withdraw may become different depending on the nature of the research, and you will receive
information through separate explanation, etc. from a researcher.

3. You may peruse your consent form and records on provision and discard of human derived materials and the
like obtained from you regarding participation in this research personally or through a legal representative
any time.



4. Human derived materials past the storage period you decide are discarded according to the criteria and
methods of Article 13 of [ Waste Control Actl , and when the research is unexpectedly terminated due to
shutdown or closure of the corresponding institute, human derived materials and the like will be transferred
in accordance with procedures determined by law.

5. Research using human derived materials obtained from you will be conducted after obtaining an approval
from Institutional Review Board of the corresponding institute in accordance with "Bioethics and Safety Act,,
and the corresponding institute and researcher will take necessary measures to protect your privacy.

6. For development of products such as new drugs or diagnostic tools and patent application resulting from the
research using human derived materials and the like obtained from you, you may not claim your right, and
research using human derived materials and the like you provide will be published under the name of the
researchers and your personal information will not be revealed.

% You need to hear full explanation on all of these matters, and receive one copy of the written consent form.

Research Purpose

Type and Number of Human
Derived Materials

Storage Period of Human Derived | 1. Permanent Storage [_]
Materials 2. ( )Years after Consent
Consented . .
. 1. Consent to Provide within Similar Research Scope [ ]
Details 2

Provision for Secondary Use Consent to Provide for Comprehensive Research
within Storage Period Purpose []
Do not Consent []

w

Inclusion of Personally
Identifiable Information when
Providing for Secondary Use

=

Include Personally Identifiable Information []
2. Do Not Include Personally Identifiable Information []

| have received full explanation and understood the contents of the consent form on method and process of
collecting human derived materials regarding participation in the research such as purpose of the corresponding
research on human derived materials in accordance with Article 37 of "Bioethics and Safety Act; and Article 34 of the
enforcement regulation of the same law, and | voluntarily agree on donating my human derived materials as above.

Date of Written Consent Form

Name & Signature of Human Derived Material Donor

Name & Signature of Lead Representative

Name & Signature of Counselor

Required Document: Legal representative needs to have a document proving that the person is a legal representative
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