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Procedures for examining research ethics
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Procedures for Examining Research Ethics

The required materials for IRB are as follows:
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Full-board review Expedited review Exempt review

Research ethics review Application
Project abstract
Research proposal

Informed consent form(s) for
research participant(s)

Curriculum Vita (CV)

Promotional materials for recruiting
research participants

Principal investigator's affidavit

Research ethics training certificates

Others
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N Step 1: Search “NCCU
IRB” on Google

Google NCCU IRB ——t—a

QzH BOHE LER OBY MN=ER 8BS A

A
A

A8 21,300 HER (ESKE - 041 )

http://rec.nccu.edu.tw ~

B EAE KB RRIEES
EE : 886-2-29393091 73 1#:66015,62761 EE : 886-2-29361694 it : 1160451t X &S
S Ee645RTELRIEH 8. E-Mail : irb@nccu.edu.tw Ichuang@nccu.edu.tw ...

THAE RETNEH
— HREEY : AT TEIEA =ETH HEASER —RES
AEABFRREREEESE, 2 =B (RAEEEA ) 10012/R ..
48 A 24 Step 2: Under the first result on

=a = 4 e FED . == -
LR = RS P > Google, and click “RIrEEZ
R BAHE - BESMERR .. 4755

Il‘ﬁ

nceu.edu.tw AIEMABEIZE N »
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i BAEMAREESE
B 37 BLE K
NATIONAL CHENGCHI UNIVERSITY Research Ethics _

HreRE BEEZE THAB BN BIEER RENHE

——

. EEZEemEMNECEEEF .- (SFRRESSE? - BEEEEE . CMELRE Step 3: Enter the
Z == <.
. EERETBLRE & LEE R “.ﬁt%ﬁﬁi% »

Online review

system
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T National Chengchi University IRB application
o Review system website:

http: / /rec.nccu.edu.tw/app/super pages.ph

p?ID:pagel 11

N Step 4: Enter “HIERAATIRIEZEADO
(Login to iNCCU online system)”
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v E 154 X
BAEE
(NCCU ...
54 B A 16 A O
R == e R, National Chengchi University IRB application
2 FRAeEG I EEREERG

107355507|

— Step 5: Please use your ID

@nccu.edu.tw

L0 L

—> Step 6: Please use your password
O REENVIRFTEBE
B sicp 7 Login
FEave 1= FOEBA?

TRES | #UEA

RAD 67599 15N E12(02)29387599

R4k 1 11605 &b X ILIEIEm & _ 6488
AAREEE 1 02-29393091
{2H : 02-29379611
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Step 8: This 1s the user interface of NCCU IRB application review system.

@ HERERLEELM

el & /:l:
B AHEE NE/FWEIR » puapisnspsEssEmsE
.'-'.% v =
? L SN
o BNE/HIBEERA > 11059H29H (D)2EM " 110 MEE2RITIEh . - BBEREHBZ N~
ﬁ %é‘ﬂE% v b %]}jn Fﬂ%% ﬂu %TE%EETETE%IE
> BER-EMREE I EEBREERS
B2 E
T FyrEls
S YA # STEERS ZHER  CIEEEE E Jas V- H &A
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Stepl: Enter «“EBEEE> (“Review Process”) area

@ HERERLEELM

el & /:l:
H SNEE NE/FWEIR » puapisnspsEssEmsE
28 v =
= ARG SN
o BNE/HIBEERA > 11059H29H (D)2EM " 110 MEE2RITIEh . - BBEREHBZ N~

> WAEZHEEAE-NELEHREESR

. . Y Bl GEE I EBNETERSE
I FE RIS Bl E

T e NI

S e = e SHER HBESE SR A a5
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= EEEE v
RS E + CV and IRB Training Certification: The principle
investigator must fill in basic personal information and
22 o g s s certification of IRB training hours.
o RE =T + Application and review process: New application.
RHBHER + Application tracking: Track application progress.
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CV and IRBTraining Certification @C 5"‘%
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= (@ MRMEBK BSR4

B ANER SRS B4 E , snwsE \BERSEEY

] Step 2: Enter ¢ oS R R IE IS 2]
: (Add CV and IRB Training Certification)”

a8 . . :
- & FEEEERERER

o BENE/H(BEERA

- EAmEE O EAREREH
= EE(FE v
o AHEEGHME B AR et ThEES|
%ma%ég%@fﬁ% 1 B C301_20210608.pdf (=95 ‘ ‘ iR ‘
I EHER
€ .5 o T8 >
\ 4

Step 1: Enter “ BRI S e (CV and IRB Training Certification)”
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= (@ HERERLBSRH

B ANEE YRR IS B4 ZE ,, emupeE A mE ey
= A v |aBAEE]| CV

o BEIBAERA — i
#s | = Step 3: “Click on the “Hrig» (add CV)” it

= EEFE v . | | Individual training hours (Please upload proof of number of research
0 (EPNG =T (Fﬁtﬁﬁlzﬁ SIS %Z) ethics training hours or Collaborative Institutional Training Initiative
o EEEERFEIHEE (Citi Program) certificate Completed within the last two years)
irpges e | Il o o . .
FhaEREsns B e Step 4: “Enter the iz (add IRB Training Certification)”
= EHER
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A

S FE RIS B4 CE » et AmE R eEy

a EAfEE|CV

w2 | Step 5: Click on «Fr1E” to add a new file et

E S At Step 6: Select and upload the CV file
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CV and IRB Training Certification @‘C 2

O EN\RZ2EE (B LE2FANREE)
Individual training hours (Please upload proof of research ethics training hours or
Collaborative Institutional Training Initiative (Citi Program) certificate completed within the

last two years)

Proof of research Date of research Hours of research Research ethics
ethics training ethics training  ethics training trainin%provider
Ei: Bkl RREH REEH BA:REE A
(o | [P ermmes

Step 7: Click on the «FFr18” to add a nejw file

Step 8: Select and upload the CV file B ##&

Step 9: Click on the “fHTF” to save your information
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EmEE EUPFEEEEIEZE »pustesaw

:;: k=) v ‘

[@ #mstEs

—> Step 2: Click on the “ FIBETE %" to add a new project

o EnE/H(ERERA

Project under © s

< J BEPEH <
‘ Add report (EZBIERE - MiPES - EREE - SABLEL - RS - TREGEN)

review

BEFE v

th

RS EIEE

ttgmzege Application No. (To be completed by the Research Ethics Office (REO))
o ENHEEESERE

. . st@%# | Project title
s=¢ERl || Erem v | Type of proj ect (see the next slide)
HEAD | kB4 . Sorting of project (see the next slide)

Search EFESR B Clear
\ 4

Step 1: Click on the “ ZHEEBEEEE> (Application and Review Process)
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Project numbertE£5

Application Type

EFER | BRTE M

#rREEs

HEEAT P
New Application

Amendment of research

Interim report

Completed/Final report
Withdrawn
Onsite Review

= ERTEHEAER

Serious adverse events report

IS/ IEHE Suspension /Termination
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Project number +Z =3¢

Project name ;TE=571H

Application typeEFi8al | BRI v
Sortby #FAI | KEEH 7

Sort by date

T XEE | Sort by application number




Application and Review Process @'C G?-i"éf?

Step 2: Click on “FIBETE ZE” (Add new project)

ZHPHEEEREEZE »puctzss

| [@ wmitEx \

@ Step 3: Please choose your role in
- . this project (more details in the
BIETEXRRR . | FEE b next shde)

o Step 4: Project title

IET%I%NIJE%JE D MiEEET B E R ARRSEE

Step 5: PI’s account number

Cancel Step 6: Save
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Step 7: Please choose your role in this project

Principal investigator’s interface

BIEEERG | STEEEA v

Principal investigator
STESHE
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Step 8: Please choose your role in this project

Non-principal investigator’s interface

B ERRG | B v
PP S EE
TR lgppm ] Research Assistant
Sies it ) fESE ﬁﬂ TEA Co-principal investigator

Sub-investigator
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After completing the above information, the

EEPBEESIFFE » pustaz

=1 following information will appear in the IRB
system
O EZHE

BEE£37 Application No.
= HER iz Project category: New Review
E=HEZE test  Project title

STEERA EHA Principal investigator

RIS 2% Project review status: Ready to submit




CLS12

=

o
o

Application and Review Process

ErEREA

A (1R5%) Name (account)

=+ A(REC-user01)

A RFIBHIER A MRS (F BAHBAA TR FEIR)

\4

If you want to add another person, please

apply for an account for them first.

& Role ThEES
StEITEA Add project assistant(s) or investigator(s)
EEHBEASDS v I %ﬁi%?%i#ﬂ%ﬁ/\l

EEZEMHBEARS
BRI A

O B3
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Assistant

Co-principal investigator

Sub investigator
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See the next slide for more information about the review documents

4 ERETHEEN

# BB FEEE =l
1 FERESEBEE Research ethics review Application
2. ErEEE Project abswact -;;;
Required (2]
3 HHEEE Research proposal
4 E# ATHEE Principal investigator's affidavic &
=
. 175 ZF E 9 .
5 I I:::I’ FHEEEZNETEE Informed consent form(s) for research participant(s) Clle n HH E (edlt) '
6 E EEHET - 8% - 11508 Case reports, surveys, and interview summaries E
.
()PblOl’la]I m EZEWHEEEETE Promortional materials for recruiting research participants £
3 m FEEEEEN ETEE Research Team Affidavit on the Completion of Ethics Training
9 E R BEEERS Others E=
([AESE=EFT—EEASES) -
it T T
v
T—HE1fE P .

Ok Return
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(AEESHET F—BRASES)

2=E3pB

ae 2t

YEZEL [(BEZETHRAR]
l Step 8: Ok B R RECH return

Step 9: Preliminary review (send to administrative staff)

*%**Fill in the “required” information in the previous steps before submitting the
IRB file
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5 Frra 5 38

7 B3 L

g e =

q Frra p—

—f=R
_F_'_J;i;ﬁﬁ w

x (SHEWE] HRAR
TSR UEEL WEES After submitting the information, if this screen r
x (ARRESESAR] BEERNNANRRE ter submitting the information, if this screen appears,
X (FREREADRE] HERWE)RORNRES it means that required documents have not been
x (FRAEESSHE] HEHESOENERS
x (ARREFESAR] FRHBERRTNOANFRE completed.
¥ [FREEESeEE] BREeENEnENEey
X (FRESTESAR] HERE A BURNARE

“'I
g

UNIVERSITY
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Fill in the other related information for review

& EREEHEE

# ER REEHE THhEES!
1 ot imESE &S5 = Research ethics review Application ‘ Eog |

' T

Required Step 1: Edit
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National Chengchi University Research Ethics Review Board

New Review Application

1

BUYPCARBABMAEREEEZES

MAMESFSHFES

=EEHA Project t
—MREE EHHEE
RAERF BRONEM () BERY (BHEIE)

1.51E88 Project title I

Step 2: OFull-board review O Expedited review @) Exempt review
(Please check one option)

—>Step 3: OlIn-campus project O Off-campus project O Thesis

(Please check one option)

32 : | test Project title (Chinese)
]

»Step 4: Fill in the Chinese project title

HE Project title (English) —p Step 5: Fill in the English project title
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2. Principal investigator + Co—principal investigator + Sub—investigator + Research Assistant
2EEERBA \ + HEEEA \ \ + BETEA \ \ + HEEE

Step 6: Enter account #=AEH Step 7: Please click here.
IRS% BT EESREAE, 55
number -
N,
it Chinese name English name
B Academic Unit BT Title
B4R Phone number E-mail
{E A & FE B#r1E Microsoft Word 32 (2).docx
B Ei%%?éﬁi e | PRIE HH8:2020-11-17 / I EL2.0 / RRREALE T BUA A
FREAR WZAREEIRUE M 08:2020-02-20 7 58:20.0 / BIRE1:020

1

When you click «“t5 AE&”, the number of research ethics training hours or Collaborative Institutional
Training Initiative (Citi Program) certification of will appear. If not complete, submit the “Research Team
Affidavit on the Completion of Ethics Training” form).
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Step 8: 3. Project type (check all that apply): If the project only needs NCCU IRB
—» review and does not require foreign or other off-campus IRB review, please check

“domestic single—center”.

B.5TEME (EE) : (R : EFEEFTETRBIEFLE - LAHTEBINSEMIZINRBEE - FFRIE "KAEE—Fi0, - )
BRE=1= B NGl KB E—p )

—

5 International multicente?l:—l Domestic multicenteﬂj Domestic single-center
Hith (5:1088)
[_] Other (please specify):

AR SR ANEHTRNEEARHBRE

[ ] For community studies, describe the impact on the community and the negotiation process:




Research Ethics Review Application @‘C 5”"@3
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ATRFETELERIR | Step 9: 4. Funding source(s)

ZFHEN ; Consigning entity:
Bt [ JAcademic research

HEE MR BAEAER () BEEfE () afbz | LIMOE [IMOST [JMOHW [NHRI []AS

Hith ( FETR) [1Other (please specify):
Hith (5518 ) -

[ ]Other (please specify):

BE (BOMRRESKERY ) SERIERERALES

o |

[] Self-funded (independent project without funding) Total budget: NT$




Research ethics review application @‘C %3
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Step 10: 5. Project duration: yyyy/mm/dd to yyyy/mm/dd
5. FEEIZHAR -

.

RTEHEEM @ Step 11: Research site:
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Bi4& A Contact information

Step 12: Enter account number. Step 13: Please click here.
1S HAE
45 N S Academic Unit
Wi ame (25 B B I B ) cacome

BitE Title Ei4REEa Contact number

FH% Phone number £V Fax

E-mail The information above has been completed by the applicant who has
— Address ensured accuracy to his/her best knowledge. The applicant agrees to be held

legally liable for any false or purposely withheld information.

NEBRBRAASHES  SEENERRASER - EE(EFEEER  BRZELEE/FIE -

EFRASRE HE .

Step 14: Principal investigator signature Date: / /

(Click “EFARE) —
Step 15: Save Closure

(yyyy /mm/ dd)
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Project Abstract
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sTE 3% Project abstract

!

Required @

I
Step 1: Edit

BUARBAEMERIESE

RTERE

EZEE

th3Z e 49

Step 2: Paste English abstract here

Step 3: Save

Close
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3 WtZLEtEE Research proposal v

¥ }

Required @ Step 1: Edit

BEIHARBAEHREGEEERZES
MREE
(@R Tws mRREE 8% Step 2: Upload project proposal (documents must show dates and

" version numbers) T wa

Step 3: Save [ Close
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Principal Investigator's Affidavit

4 E F 5 A4 E Principal investigator's affidavit

v
Required

¥

Step 1: Edit

ERFANGEE

==

AERETRRE  RINEFRRRRREARLEE

gA T || English Version

document.
et

Step 4: Save

—> Step 2: Please download the English version of the

—> Step 3: Please upload the Completed document.

BUBAABAEHAEREZTERZSEE

Close
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Informed Consent Form(s) for Research Partlclpant(s)

2 EEMBEREES Informed consent form(s) for research participant(s)

Optional

BB XRBABMAGBEEE
i ﬁ,ﬁi%ﬂﬂ*ﬂ,ma

—> Step 2: Please download the Engllsh version of the document.
(documents must show dates and version numbers)

Step 1: Edit

‘a“"Ei
==

| English Version

REABEEE @8
REEEREECSERAEREERAALH)|

PR

5 7F

Imla

¢ THERE L WODERMRZE - BER

I + #:2 [=> Step 3: Click I (add new document)

B |

fEEE
—> Step 4: Please upload the completed document

i
Mk
A

1213

s
[FFR

t BEES

Sten §: Save I Pz | | 25 e | Close
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6 EZEFHEE - M5 - hax A4l Case reports, surveys, and interview summaries 45 e

!

Optional @

}
Step 1: Edit

BEUBEARBABMABEZERSE
ERFER - BE XA

- BIERGRAHRR "HiE. RIUESTRE - BE

Case reports, surveys, and interview summaries (as needed)

(documents must show dates and version numbers)

+ 72 = Step 2: Click “Frig» (add new document)

o — EE 190 4
T}ﬁﬁz 1N =

BD
M

st

= [—>Step 3: Please upload the completed document.

Step 4: Save

Close
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7 AENFEZEELE Promotional materials for recruiting research participants ‘Rig
| 1
v v
Optional @ Step 1: Edit
BUBARBEASHAGEEEZES
ASMRASHEENE
BEXERR TR, fIUARRE - BY  Promotional materials must show dates and version numbers
+ #ig

—> Step 2: Click “H18” to add a new document

| #5

e

—+ 3pe 4
-—\45:1:7
N i |

i
S

et

Step 3: Please upload the completed document.

Step 4: Save

Close
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MRE M4 E Research Team Affidavit on the Completion of Ethics Training

; !
Optional @ Step 1: Edit

BEUBARBAEMRGREEEEES
REXMIEANR &S

- RERETHRSE - SIIMNEARFRIBENBREE SATH

o

- BFHEFEB W EERGEINRES

+ #iE

—> Step 2: Enter «Fhr1=» to add a new document

BES-=

A

B

. > Step 3: Please upload the completed document.

Step 4: Save it Close
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9 £l | seemmmuits others =
v
Optional @ Step 1: Edit

BUHEAXBAEMREREEEEZEEE
e AR M

+ 7 [=» Step 2: Click the “«Hr18» to add a new document

| 8 . RENEE e > Step 3: Please upload the completed document.

Step 4: Save | Close
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Tracking the Application Progress

B ensE
& BE

o SHEERA
& B

BEEREEE

EFREEEEFE

o RFENSR

v

Step 1:Tracking a

ZHIEHER »restszEe

» Step 2: Click the “FIEFRR” (application No.), and the

STEESR NCCU-REC-202108-1014
HERE
HEEHA
FHER | mma
wEAR | B8
SRS (@ Bral () B&t ()

pplication progress

Step 3: Click the “BE5” to search  [hr O Ak

project information will appear below.

Step 4: Click here to
view the document

=EIERTHER

2

FHEE= R
NCCU-REC-202108-1014 IS
NCCU-REC-202108-1014 EES

TEERA ESEEt EHIRE =4 bl 2]
FHA 2021021650Ptest FiEs 2021-09-06 =z
ESEIN 2021021650Ptest RES 2021-09-03 ‘ =z ‘

e B n —8 >




Tracking the Application Progress

ZHBMER »iEptezEe

| =HEH

B35 NCCU-REC-202106-1068
=EiEA BHEEEEN
=H4ER =

SEEEHA
BEEE EEEEE

R NSNS N NSRRI,

EtEEEE N/A
|

BEREEEF ESHER
|

FEREZEF BEAER

O B34

NATIONAL CHENGCHI UNIVERSITY

Project application No.
Review category

New Application

Project title

Principal investigator’s name
Ethics review approval
Follow-up review frequency
Results of previous review
Results of previous meetings

Document Information (details see page 62.)
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(@) 2021-06-08 09:21 P AT S EERA

(®) 2021-06-08 09:21 o FTiE BB

(®) 2021-07-30 14:28 P EHREE MERBREE
@) 2021-07-02 12:21 O EFIREE THEEZT
®) 2021-07-02 11:33 O EREE IREE

(0] 2021-07-02 09:28 O RHFIRAE TERZ T
(®) 2021-07-02 07:58 O EAREE REF

@) 2021-07-01 20:23 O EFIREE THEEZT
@) 2021-06-28 08:47 p EHIRAR FET

— Project’s participants

— [RB review recorded history




10

11

12

13

14

RE =55
FRELE
BESEE Application form’s reply

ssezaEnE  Notice of Exemption Results

H

s=84%  Review related attachments
EEERMEE Review opinion reply form
MABEEESHEE Research ethics review application

SERE=  Project abstract

Dk

#HzstE2 Research proposal
=#AEE Principal investigator's affidavit

smzzEmss Informed consent form(s) for research participant(s)

i
g
T

BxfsE  Bs - Al Case reports Surveys, and interview summaries

R

}J

ji]
ml

§

SHHAEEEVE Promotional materials for recruiting research participants

HREE®ZHEE Research Team Affidavit on the Completion of Ethics Training

zuazEgnse Others

OB >4

NATIONAL CHENGCHI UNIVERSITY
= #=E:1

Click this symbol to view the content of the
information submitted in the past

womsssemanz Notification of failure to meet the requirements of expedited review

Q
Q
Q
Q
Q
Q
Q Q
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Step 1: Click the “ ZHEEBEEEE> (Application and review Work)

7\ o "
& srEE ZUH P HEEEEIFE »nustesen
. == = . . .
& B * | @ueass | Step 2: Click the EEPERE (Application under review)
o SIEEHA
& saEPsk z %ﬁ%ﬁ% e i
(BEBESE - BhHS - KEHES - s SHIL - Ehad - FTREHER)
s EEEE v
EEEREEE
SEER
o EEEEEEEEE
: STERE
Bt ERT
EHER | B v
HEAR | fxHY Step 3: Enter “ =] (Search)”
azs @l OBk = .
Ed Step 4: Enter “4m i (Edit)”

BR ETEER EHER EHEE EHFARER HEA ThEEZ!

1 NCCU-REC-202110-E01 WE 20211020 Test 1 RSB - BB 2021-10-20 | T ‘
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& EEEEHREEN FRETAAMEE BT I

# EE EEERE TheES
MR EBEEREE Research ethics review Application |%|
sTE#E Project abstract | igEE
#FEEHEE Research proposal EE
=15 ALIEE Principal investigator's affidavit |%

. .. — Step 5: Click
s=2z232 ——p Review opinion reply S s e, )
MELEELERESE Informed consent form(s) for research participant(s) | pe, ll‘ﬁ iE (edlt)
BE#HEFE - B%E - Sz A Case reports, surveys, and interview summaries P
BE %L HAE N E Promotional materials for recruiting research participants | igEE
MEEEGEEIFTEE Research Team Affidavit on the Completion of Ethics Training |E
St 5 /2B 4+ Others [
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Responding to Review Board Opinion EIIE & kﬁa A*‘"E MEREBEEES

ZERROEE

% .

REC-202106-1068

Bl
)
It

STERE

OB >4

NATIONAL CHENGCHI UNIVERSITY

BEZEEBR:
BEEE, F1EERRE.
EiEfE covering letter I E—8: (REIERERERDE LA IR ... B 5B

EBEEEE
ﬁ%@?%é—éé‘ﬁéi ?HF‘j'ﬁ”'covering letter?hig " BT FEET
I\:,’Rir%‘r,‘ Mg E5  BEEIENEEAR - HEH12(EFEIE

EIRT TR, EANERSRSER -

EiER

HARBI RS SHERE  F
EEERREERSR

08 2

ffgi‘ﬁi’ﬁ:
(fBEE: 53

ZIER - SO QIBRFLCEMEEREBTLE  LANREERE - )

FESI{&

—p Reviewer's opinion

—> Step 6: Applicant’s response

Step 7: Content before modification
(if available)

—> Step 8: Modified content
— Step 9: Please check the files

that have been modified

[ Jconsent form [ | Research project [ Jothers

Remarks: When making amendments, please highlight or change text color of any modified sections to make the review

process more efficient.



After modifying the content of the file, please upload the updated file.
The upload procedure is the same as the new review application process.
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This step requires you to pay special attention to each file’ requirements and the deadline date.

S EEESHAEA

-

10

HE

REEE

EEEE

EEEE

BEEBBAAAEEE

EEEE

MEBEEEHE = Research ethics review Application

ETEEZ Project abstract

HILETEE Research proposal

=# ALIEEE Principal investigator's affidavit

EEERREE

MILLEZXEREE Informed consent form(s) for research participant(s)

EE#HEE - BE - 21554 Case reports, surveys, and interview summaries

BEMFTELHEELE Promotional materials for recruiting research participants

MAEBEEKGEIEIIF T4 Z Research Team Affidavit on the Completion of Ethics Training

Z e E AN+ Others

FRERMBBEAREER v l

eS|

&E

&E

&E

&E

RE

REE

REE

Wi
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(OELESE T F—BFRAERER)

Step 10: Send to administrative staff

' [HEETHAE]

Step 11: Save Return
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Amendment of Research



Amendment of Research
Step 2: Click the “Frigg Ed:”v(add report)

Re-review/Amendment of research, Interim report,
Completed/Final report, Withdrawn, Onsite Review, and Serious

& swEE ZUBFBEEEE »pucizzes
o 2 » T adverse events report.
- @ Fasmz 4
. HEEEA
_ © iHs
’ BLTRA (BLETEE HoHE - E2HE - H34  BEHE - TEESESR)
TEf v
sETases

sIEZ®  NCCU-REC-202012-013

¢ EEFEEEEHR

o
ﬁtﬂfﬁ HELE

Step 1: Case application and review work -
= HEREHLT
BR GEER ZiHEE BUER EfHETRE mBms
SEHTP

1 NCCU-REC-202012-1013 32

Step 3: Re-review/Amendment of research
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i ZMPBEEEETIFE »pustasss
28 B o -
) O ==
e STEXRSE NCCU-REC-202101-1003
BETERLE =HoiE .
== 4 e
ErREEEEEE SIEEFA A
Ze - U4b e EIERR

Step 1:Application and review work

# 1% (1ESR) BE ThAESI
454
1 45 A(REC-user01) SEEHA Step 2: Click the “fZ1F /& B EH

%(»

o} 80\ AR 2 600 B0 A ESECE B A ARD A SE BB AR R) BIEEBARE ) o
(Rev1se/ Update the apph tlon) )

# BE= FEAHE 424 424 / o), 31
Step 3: Edit “{E1E/ 2 EE BT RIBHIRR
Require d1<— Fl/EEmEs (Before-and-after revision /update X
2 EEssaszE= comparison table)” —>




Amendment of Research

Step 2: Click the “{E1IE/ & E EBFER”
(Re-review application) Basic informatiorl of the project

OB =>4

NATIONAL CHENGCHI UNIVERSITY

[REXELESR : NCCU-REC-202101-1003

TEAE(PX) : 321
STEARHE(EEX) : ewge

EEREA
thE ERA
E i BIEI01 8 AIG01 AL
R4S BBsE 0987654321

FFEesZEAR : 2020-02-02F2020-02-20

BUaABABMAREEEEZEE

BERH : 5%

g i

T

E-mail

Step 4: The times of
revise/update

user01

=Rk

userQ1@test.com




Amendment of Research @‘C 5”/3

Step 2: Click the “fiZ IE/ SR (Revise/update application)
B2 ERERAE @R
Step 5: Please explain the reason and content of the Revise/ update in detail.

W‘;ﬂ’ RERLAENEEREE Step 6: Is this re-review required to re-sign the consent form?
O No

=
AE

BB/ 2B 2 RAER
Er/2TrmnEnERRRENE -

ER/2ErmGaERICRES - EREoIESBEE0EL -
[EF/E2sEaEOREBICIRETES S BRENIRESEEWENL  BYURMRAEEUSHAEENER -

Step 7: Anticipate the risks of re-review

OThe risks of the revision/update are the same as the original project.

O After the revision /update process, the risk is higher than the original project, but it can
obviously improve the well-being of participants.

O After the revision / update process, the risk is higher than the original project. Although there
is no obvious way to improve the well-being of participants, valuable results can be obtained for
the research topic.



Amendment of research

Step 2: Edit “ﬂﬁz.l_.E/ SR AR IR (Re-review application)”
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BEAER  Contact information

B A2 ERA B
R FRHA A8 =R
FH =

E-mail user01@test.com
Bk 4& Hth 41t

A0 #8801 11

0987654321

P EEHBFASEER  DESNBEASIEE - MEASE5BR . Faz2 tra vy sF -

ERARE: HE

Step 8: Principal investigator signature =gca B8 e
(Click “F 55 A\ 5227
Step 9: Save Close
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Step 3: Click the “f€1E /B S H & ¥ 185>

(Before -and-after revision / update process comparison table)

BEUHEEXBAEHAMEEEZEE
EIE/ZEmEHRER

-amgzmmﬁ Step 10: Download the Chinese template

+ 72 === Step 11: Click the “HIE» it

en] B «{2gd the file) Step 12: Click the “E1ETEE”
(choose the file)

Step 13: Save "2l Close
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2"2. 2"2 R
Step 3: Click the “ Z1F /& B ¥ EEER”
(before—and—after revision / update process Comparison table)
%E/ﬁi“’]‘ffi‘ﬂ.mﬁ
1. Bi%FE %% : Application No
2. 3E£ 44% : Projecttitle
3. 153TC {fk - Revised documents
JA R %3738 B II 1% 3T AT A 2 I 53T1& M 2 I 53T &
1 Revised item Content before Modified content Reason for
7 modification revision
3
4
5
6

ARERBAER » F B ATEAY > KA KEM -
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Interim Report

@ JE2NE T
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Step 2: Click the “FrigER s> (add report)

@ sHeE 2 MR ERE A |, punesem Re-review/Amendment of research, Interim report,
o ae Completed/Final report, Withdrawn, Onsite Review, and Serious
- £l
| O smstms | adverse events report.f
. SHEEHA
© s
;’ R L (AEBERE - HPRE - SXHS - AR - BEHHE - FRSHER)
& waf
Q FEEEATE N
BESELS
sExn ||
. EEEEEEER
= o
%#E’iéﬁ’a ATEEE
Step 1: Case application and review work Q =i [l O Ak

BR ATERR RHEEE AR RFETIRE

14 NCCU-REC-202012-1013 321 HE- &3-k2

Step 3: Interim report
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Do you want to create an interim report?

I

EAE USRS (3211157 X

Cancel =4 Step 4: Confirm

@ Step 5: Click the “4R¥E” (edit)

=Ry AEER =4 E U EMHAREE HEH THAESI
1 NCCU-REC-202012-1013 HihiRE 321 BIER 2021-10-20 |

Delete



Interim Report @‘C Gi"f;
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S EEEEHEEA AEBERAAMELEH v
i s EBLE ThEES
1 #9HER [ [nterim report form (required) @
. &
Reguired $HBAE Project abstract @
n f th nsent form and signatur fth d
5 e mE LS E RS LB 0] e.C(;)pyo the consent fo a s1g atu € page o the stu Yy
- partlclpants.
Optional %= (s E AR Others @

Step6- Step 9: Click the “YmER”
(Edit)
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Step 6: Interim report form (required) Enter “#m g (edit)”
1
1 HRchEREE fRiE

Required @

ARBASMREREEEEZESE

B iR ER
— . 324885 . NCCU-REC-202012-1013 Application No.
TOEBACERA Name of principal investigator
Project title
M AER - Approval date
F - HTHEER Reason for interim report:

1.&m—F 2EM AR JEEBTEGTES

O1.The project has been implemented for one year. O 2.The project has collected
I — 50% of the samples. O 3.This is a high-risk project.
Interim report description




Interim Report

Step 6: Interim report form (required)

T HPHREASR  REE Z AR

N F-U2RERRAY :

h- BRRBEAR A BEHHEAH

©)

+ -« ‘RE={f(adverse events/AE) : A;

©)

BE fE={t(serious adverse events/SAE) :
EESMERE :

®

B2 REAREAZEERREEEEMOE BESRHENEZT IS

O B4

NATIONAL CHENGCHI UNIVERSITY

Please fill in the last date of data collection for
this interim report.

Participation date of the first participant.
1.The current total participants

2. Expected number of participants

1.Total number of people with AE

2. Total number of occurrences of AE

1.Total number of people with SAE

2.Total number of occurrences of SAE

3. Please describe the SAE incident and the date
of occurrence.
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Step 6: Interim report form (required)

+— - BHFIREREL  BRPRIRERELFE If any participant withdrew from the project, please describe the participant
identification code and the reason for withdrawing from the project.

. 1. The expected deadline for this project.
+Z ARPPRE RSB SEETHEES @ O O& Pl f h ! :od of th ; IRB
S A, ® (Please confirm the approval period of the previous
confirmation certificate.)

e ‘ EEO - 2.Will the project continue after this interim report?
OYes ONo
Principal investigator signature 1

Date: /___/___ (yyyy/mm/dd) Save Close
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Step 7: Project abstract (required)
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Click“#R 5”7 (edit)

2 STEE Project abstract

Required @

HaXRBABHEREEEZEET

ATERE

sy Project abstract

Save Close
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Step 8: A copy of the consent form and signature page of the study participants.

1 Enter “#R $1E (edit)”
3 MReazHEERELEYA 59

t

Optional @

Enter “Hf18 (add the file)” EURAABAEHRREESEAS
t HRSHENERRERHLE
Lt e s s

> Enter “IEEIEER (choose the file)”

[ | By srmmes

Close
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Step 9: Others

Z e EEEMF Others

Optional

O Bi=>4

NATIONAL CHENGCHI UNIVERSITY

Enter “#f i (edit)”
N

iREE

$

Enter “Hig (add the ﬁle)”
{
[+ # | TES

B |

BEYUHARBAEMAEREEEEET
S EREETHEA R 4

et

= |, Enter “iE1E1E 3R (choose the file)”

Save Close
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7 HERTHEA

# HE =ESHE Th8EF

1 MPREE e

2 STEEZE Project abstract ‘%

3 REsREEEERELEYE =3

4 = {Fea BRI Others El
S (AELESAT F—BEASES) Advice to administrative staff or reviewers

T8 Ty, — 4

EEE (BEETRAR] Send to the IRB administrative staff.
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Step 2: Click the “FrigER s> (add report)

B sn=E ZLAAEBREENE |, spezen Re-review/Amendment of research, Interim report,
—— Completed/Final report, Withdrawn, Onsite Review, and Serious
- V| @ smsEs
| @ | adverse events report.f
. SHEEBA
© wwHs
& BETEL (BEEERE - BPHE - BEES - 281 - ERHE - FREABRR
& s v
BESHNAE
HEER
. BfBERSE
=i
%m@iﬁa TS
Step 1: Case application and review work Q =i

BR STEER E-2E AR EFETTIRE MigHS

14 NCCU-REC-202012-1013 321 HEEET

Step 3: Completed/Final report
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Do you want to create a completed/ final report ?

1

ERBEUSERS [321]1 182 X

Cancel wER Step 4: Confirm

Step 5: Enter “4m g (edit)”

IEEY AAEEMS =mal =R E{FiRE HE ik 2]
1 NCCU-REC-202012-1013 HERE 321 =R 2021-10-25 ‘ e
illizs
v




Completed/Final Report @‘C %3

NATIONAL CHENGCHI UNIVERSITY

S EEETHEEA zsaw:x*m;ﬁ#;smvl
# 5 FEEHE TH8E5
1 gREER Completed/Final report [ @
<
Reﬂulred STE@E Project abstract ‘%‘ @
3 AEsaznEERESETA One copy of the consent form and signature page of the 3
< .. Shsaici¥
: study participants.
Optional S E B4 Others [ @




Completed/Final Report @'b 5)) %

NATIONAL CHENGCHI UNIVERSITY

Step 6: CompleTted/ Final report (required) Enter “Zg %E (edit)”

1 BERSE

Required @

BAXBAEMAMEEEEES
REHSR

EE

- EEE4E5E - NCCU-REC-202012-1013 Application No.

CERAESA

Name of principﬁﬁiﬁi@ﬁﬁe%‘éigator
EHEETE 1 321 Project title

BERSER: = Project period: to yyyy-mm-dd

A - StEFETE(Sponsor) ® (B 2E: O NO O YES, Name:
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Step 6: Completed/ Final report (required)

A HELEOE . REE >4 Please fill in the last date of data collection for
this completed/final report.
FE-uSREREAEN Participation date of the first participant.
ING -1 tus-1:5)
A REFEH(adverse events/AE) : ; E ‘

BE FBEE#(serious adverse events/SAE) :

Participant Recruitment Information

1. Total nimmber of narticinants

l T F U CO T I T I I IO OUT IJ“A vA\.«Arw:Avuu

2. How many participants completed the
1.Total number of people with AE pr oject ?
2.Total number of occurrences of AE 3. How many participants dropped out of the

3.Total number of people with SAE projec 2

4.Total number of occurrences of SAE 4, 1If any participant withdraws from the project,

Note: AE refers to an event that caused psychological, physical or social please state the reason of them withdrawing

harm to research participants. from the projec ¢
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Step 6: Completed/ Final report (required)

N FREHEDIFESR

T BTEMRIER EE AR

+— - EEBEA:
Z:F - 0987654321
B5:
ittt

EHAEE

B : A0 #E/ IS0 81

Please explain and analyze the results of AE.

The expected date and method of destruction of research materials

Project Contact

* Phone:

- Fax:

+ Address:

B - * Principal investigator signature - Date:
BIE - £5A + Unit: ‘Title:

Save I5M Close
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Step 7: Project abstract (required) Enter “Zg %E (edit)”
2 STEAE Project abstract igog

Reqt‘lired @

HaXRBABHEREEEZEET
ATERE

sy Project abstract

Save |l || Close
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Step 8: One copy of the consent form and signature page of the study participants.
1 Enter “HRiE” (edit)
3 HRenEzAEERELEYE -
1
v
Optional @
Enter “FT18 (add file)” By RAABASHEAEREEER
1 MASHERSEREZEYE
+ = = LI

> Enter “IEEIEER (choose file)”

Close
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Step 9: Others Enter “#f i (edit)”
N

1 E =AM Others g8
|

\

Optional @

Enter “F#18 (add file)” ETAASAEHERESEEES
1 R AR 4

+ i s LT

o | Enter “EEEER (choose file)”

B

Save | 1 Close
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7 EEmE A

# HE FEETE INEEF
1 st E8
2 STE1EZ Project abstract ‘ o
3 FRLEEZASERSEEEA | 5=
4 = ¢en AR 4 Others E
_ ENBESATFT-—BEASEE . . . . .
BT—fMES (EElES=T T EARSA) Advice to administrative staff or reviewers
T8 Ty v
'zt (BEETBRAR] Send to the IRB administrative staff.
W

Confirm Return
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Email lchuang@nccu.edu.tw w307@nccu.edu.tw
Extension 66015 62761
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* IRB file download: http://rec.nccu.edu.tw/downs1/archive.php?class=401

* Exempt Review Application (NCCU only)

* Expedited Review Application (NCCU only)

* Full-Board Review Application (NCCU only)




Other
Information




* Planning business of the Ministry of Science and Technology of the @' C&”/Z’

R&D Ofﬁce OfNCCu: NATIONAL CHENGCHI UNIVERSITY
https://ord.nccu.edu.tw/plan/super_pages.php?ID=planl
* If you have any questions, please email: research@nccu.edu.tw

=58/ WRTE / RREET B RS- TEURE

Operation flow chart

HgmsrE M B aEne | Pan write-off and
=1 approval close the case
BHAS =Pl srEeE || stEE || 22RA B RER
ETEECRAR Operation Application Change retention
[ flow chart for plan
NB=-Rel -0 P A e s =
R B £l 15 50 &2 48 % iE s BEERRE
LI

AR ‘ FHEE R RS H@%&%ﬁ% :

" FAQ l

' EREE ' Hfi{%?\;ﬁgg%@g
s - 5 : T4 :
‘ @ -ER g T g
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* The school provides financial reporting services for the Ministry of Science and Technology, please
contact the National Chengchi University's Industry-University Operation and Innovation and
Incubation Center
Contact: Wen Wenting

Phone: (02)2939-3091#69307

Email: jennwen(@nccu.edu.tw

Contact website: https://cicii.nccu.edu.tw/about-us/





