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PNU IRB

Pusan National University

Institutional Review Board

Tel :82-51-510-3677

FAX:82-51-515-3678

2, Busandachak-ro 63beon-gil, Geumjeong-gu, Busan, 46241 Rep. of Korea

IRB APPROVAL NOTICE : oINITIAL or oCONTINUINGF

IRB NO:

RESEARCH PROJECT TITLE:

SPONSOR:

NUMBER OF SUBJECT APPROVED FOR ENROLLMENT:

Investigator:

Approval date:

Expiration date:

Continuing Review application due date(30 days prior to expiration date):

Approval by the IRB does not guarantee access to any particular site, individual or
data. It is your responsibility as principal investigator to make the appropriate
contacts and to obtain written permission(s) from any cooperating institutions and the
consent of study subjects before conducting your research. Failure to do so may
result in the suspension of your research. Participation in this research must be
strictly voluntary.

You must conduct your research in accordance with the IRB-approved protocol. An
amendment must be submitted and approved prior to making any changes to your
research. Please see additional investigator responsibilities in the attached pages.

Please note that the IRB has the prerogative and authority to ask further questions,
seek additional information, require further modifications, or monitor the conduct of
your research and the consent process. We wish you the best as you conduct your
research. If you have any questions or need further help, please contact the IRB
office at +82-51-510-3677 or e-mail irb@pusan.ac.kr

Chairperson Date
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[A4 26] Ao A (ATAE)

. -~ dol BEHEMETXE)
Investigator Responsibilities
Protection of Human Research Subjects
}AME PNU IRB/ _ [srasta ohain e,
de . . . . 7344

Some of the responsibilities investigators have when conducting research involving human
subjects are listed below: a7 °l & ‘ o ‘
1. Research as required by the protocol. =AM A A} o
2. Use only the consent form approved by the PNU IRB, and conduct the process fully
informed, without coercion or undue influence.
3. Obtain pre-approval from the PNU IRB for any changes during research activity, and
report to the PNU IRB for any emergency changes to protect human subjects within 24
hours.
4. Report to the PNU IRB according to a set period, when the death, hospitalization or
serious illness of study subject occurs.
S. Report promptly to the PNU IRB any new information, that may adversely affect the
safety of the subjects or the conduct of the trial.
6. Submit report to the PNU IRB the informations concerning the progress of the
research, when requested.
7. Obtain pre-approval of study advertisements from the PNU IRB before use.
8. PNU IRB must send warning to the conduct of unethical research like the followings.

@D Violating the laws concerned

@ Not following the protocol approved by the IRB

@ Not following the requirements and decisions by the IRB
9. The review can be limited to the plan by the researcher with three time warnings for
one year.
10. The review can be limited to the unethical researchers for two years.
11. The final report must be submitted to the IRB within two months after study.
12. The documents related to a study must be preserved for 3 years at least from the
closure of a study.
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