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Human Study Approval
Date: 20780763
Fitle: Phase H randomized. double-blind. climcal tial of the sai’c*r\‘ and fmunogenicity of o tetravalent
dengue virus vaceme admixture TVOOS in the elde E) aged 30-70 vears in Talwan
Protocol No/ IRB No: TW-TVODS-001 7 AB-CR-106-08
Period of Project: From 2015.01.05 10 2021.12.31
Period of Approval: From 2018.01.03 1o 2019.01 .04
Content/Nersion:
o Protocol 02-Dec-2017, Verston 2.0
20 Clunese Synopsis: IUI? # 1] ;‘% 178 2k
Ao bnghish Svaoopsis: 02-Dee-2017, Versiorn -
4. Intormed Consent Forme 1O \usm;; 2.0, Dater 03-Jan-2018
A lavestigaior's i’irm‘hurc 31 August 2017, Version 7.0
6. Poster; 09-Nov-2017. Version |
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Institute: National Cheng Kung University Hospital
Investigator: Dr. Wen-Chien ko (Department of Internal Medicine)
Co-Researcher: Yo-Li Wang

Note: National Cheng Kung University Hospital Clinical Trial Agreenient must be obtained before
the starting of this research,

Approved Number of Participants: NCKUI: 48 persons, 232 persons in the country. It the number of
participants enrolled exceeds the approved mmshw please submit an application for amendment and
approval.

The Institutional Review Board of National Cheng Kung University Hospital (NCKUH) is organized and
operated according to the laws and regulations of ICH-GCP and of Central Competent Authorities.

Phis project is reviewed and approved by NCKUH IRB in 2018.01.05. The period of approval is granted
antil 20190104,

Regarding multi-period profect, please submit the Interim Report before 2018.12.04, 1 the approval of
the interim report is not granted on its expiry date, except safeguarding the health of the participants, the
rescarcl is suspended.

Regarding completed project, the }-‘= il I{LPO” shall be submitted within three months of its approved
expury date. Except tor the health of the participants. all the procedures of the project shall be terminated
o s approved r,iakd deadline.

£ PEdoes not submit the Tnterim Final Report on time, hesshe will be recorded in the overdue list and
reccived the suspension” termimation notice from NCKUH IRB. The overdue list will be reported to the
[RB. After the resolution of the board meeting. NCKUH IRB will suspend all the new projects applied by
PlLunti the Intenim Faaal Report is submitted.
Please submut the InterimFinal Report in written tform and send to NCKUIH IRB oftice. The lastest
applicatton forms can be downloaded in its website (hitp @77 www.ncku.edu.tw/ ~nckuhirb)
Aoy changes or amendments o the project (including the project period). please submit an amendment
application to NCUKUH IRB within its approved period. Any changes or amendments in any other way
will not be accepted. Betore the approval of the amendment application, the project is carried out
according to its previously approved plan.
For some reasons projects granted approval by NCKUH IRB couldn’t be implemented. PI shall apply for
SUSPesIOn termination.
During or after the project is completed, please report any unfavorable occurrence in a human study
particant according o GCP

Yours sincerely, PP -
[hy-Sheng Lin M.D. " A RS
Chavman . #4 N 7 S

Institutional Review Board
National Cheng Kung University Hospital
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Institutional Review Board
-National Cheng Kung University Hospita!

138 Shene-Li Rd, Tainan 704, Taiwan R.0.C
TEL:886-6-2333535 ext.3635 FAX: 886-6-. 238‘%1‘30
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