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Human Study Approval

Date: 2019.02.27
Title: The investigation for postoperative sleep quality in gynecological out patients.
Protocol No/ IRB No: B-ER-108-012-T

Period of Project: From 2019.02.27 to 2019.12.31
Period of Approval: From 2019.02.27 to 2019.12.31
Content/Version:
1. Protocol: Version: 2, Date: 2019.01.29
2. Waive Informed consent: Permitted in those data bases described from above
Institute: National Cheng Kung University Hospital
Investigator: Dr. Wen-Ying Chou (Department of Anesthesiology)

Approved Number of Participants: NCKUH 60-80 Perosons. If the number of participants enrolled
exceeds the approved number, 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.

This project is reviewed and approved by NC.KUHIRB 4 J0TUEDS. The period of approvel is
granted until 2019.12.31. FENSS R B

Regarding multi-period project, please submit the Interim Reportrbefore 2019.11.30. If the approval of

the interim report is not granted on its expiry date, except safeguarding the health of the participants,
the research is suspended.

Regarding completed project, the Final Report shall be submitted within three months of its approved

expiry date. Except for the health of the participants, all the procedures of the project shall be
terminated on its approved stated deadline.

If PI does not submit the Interim/Final Report on time, he/she will be recorded in the overdue list and
received the suspension/ termination notice from NCKUH IRB. The overdue list will be reported to
the IRB. After the resolution of the board meeting, NCKUH IRB will suspend all the new projects
applied by PI until the Interim/Final Report is submitted.

Please submit the Interim/Final Report in written form and send to NCKUH IRB office. The lastest
application forms can be downloaded in its website (http : // www.ncku.edu.tw/ ~nckuhirb)

Any changes or amendments to the project (including the project period), please submit an
amendment application to NCKUH IRB within its approved period. Any changes or amendments in

any other way will not be accepted. Before 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 suspension/termination.

During or after the project is completed, please report any unfavorable occurrence in a human study

particant according to GCP.
. )
Yours sincerely, j@gff 5 «
Thy-Sheng Lin M.D., % . AM-

Chairman

Institutional Review Board

2021/09/26 16:13 National Cheng Kung University Hospital

4 % B053 R K@i iBAR



X 4%k © 8800-4-07-001

KEHE KESS
Institutional Review Board SRR R ERHR B B087
National Cheng Kung University Hospital = AR T A 12%5 E£B®
138 Sheng-Li Rd, Tainan 704, Taiwan R.O.C. &84 A 513898
TEL:886-6-2353535 ext.3635 FAX:886-6-2388190 E-mail;:em73635@mail.hosp.ncku.edu.tw

FlEARMAIEAT

RN ELE  FHAHPLTHAERLESHAESE

&£ 4%/ A€ 4% B-ER-108-012-T

FREBATEAR KRB 108 F 02 A 27 A 2 RE 108 5 12 A 31 B

ARGAEHMERE 108 5 02 A 27 B 2 RE 108 5 12 A 31 A

HERBZRAR

1. 3L kA ¥k B 108401 A29 8

2. R REREEE GERRAER 2016 505 A 01 B £ 2016 4 08 A 31 B 484+
BT BERLE 2R ERBEETHAR -

BEmBATHAE © RABR

MR E EHFA L B X B ER(REEER)

U’.?é

AAERAR KRR E 6080 A KERBEMESARGLEN  FOARATREFFLELTE -
REB P REA TE MM ENAG > ARAFITEERESR IR -

AL SR RE 108 5 024 25 A BARARALAEE S EREFHAS > £KHARITH
FZRE 108 % 12 A 31 B » 4530 o . '

SHRZAEENRE 108 %5 11 A 30 B T4 e ) E S ML LR P)E ENBER
MRB S AEIFRSE REEIREZLZLEHAN  MRESM KB BEFLEITHA
ZREMMZIARES -

CRRZAREARAEIITHERB A ZEANUREERSE R ERE T2 LREAR
p > RBEMB R B BEAFLEIITAHAA S REBMZARTERS

HEIHAGZAMPRBMAYRBREE > IINARLE  ACRFHEARAREZI P /&L
WaE AL BERNRAGTEETHRS  BeHRASRL A CHYBSELELARMER
ZHEEEPY  LYURNBYURLEIBRCEHRELRBE  LEXHANEEFEFH -

EHWEEREFUAETOUR  RELTHEERARAEARGEEZELZE ST eMAE  REXK
R RS 2 K44 A (http * / www.ncku.edu.tw/ ~nckuhirb) T # o

RS E PR AR R E(S TR L R) o ART BRI P G RR
FoOARRREALTRRTIMNRE 2SR RIEEE « % B R EREAGHRA © AK
RBA% A 4L AT -

CEAGREZLARE » BERMABIITRREEHITH > BFH /&L -
R REITT RAREARE » LAELEEETRRRME > 84K GCP R L@ -

b3k
R R RLEBLRMEER
AR EELELE &
*1EZB
2021/09/26 16:13 ¥ K 108 # 2 A 27 ®©

&% B053 R ARG BBIR



