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A | 9 [#7:7 - Newly composed. 20140519
B |6 |d A8F%L A g FTEXARRS 54 Wit A o 20141125
This version was converted from “Version 5.4 of the
SOP of the Human Research Cor%mlttee
C | 7 |1.2:x5.1/x4H : ig REELELAL HFE - T ATH | 20150923
563 R e e 2T
1. Revised item 5.1 Flow Chart added ‘Compilation of
Reviewers’ Comments’ and item 5.6.3 Procedure for
Advice and Guidance; revised relevant documents.
2773 556 % 4 % A /@,T*PZ?% hh AR F
’J-—‘]" _j;_ F\ < o
2.'Added item 5.5.6 Reviewers shall evaluate the
hazards and potential benefits of the protocol.
D7 [1h *Hz#%Rife, (75 5--"WPya2384F ¢, (20160318

1. The original Human Research Committee” was
rename “The Flrst/Second IRB Committees”.
2@’ LA y TREFLAERALTARKD
5.1~ 552 555~ 556 5.7 -
2. Replaced “Review Comment Form” with “IRB Review
Checklist”: 5.1, 5.5.2, 5.5.5,5.5.6, 5.7.

BhT-8Fhugtgd TRIFAEFFH | G
%?yﬂ‘%v "/FEJ 5311 5.7. u'f)‘lg‘l—'f A KITI* 6.1-

3. Replaced “Full Board Review Protocol Submission
Checklist” and “Expedited Review Protocol
Submission Checklist” with “New Protocol Submission
Checklist” in item 5.3.1.1; revised 5.7 Records
Retention and Appendix 6.1.

AFTH 5424 E i L R EFLLE 2

4. Added the procedure of selecting the Vice Chalr as a
reviewer in item 5.4.2.

5. F Kt o

5. Fixed typos.
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D | 7 |6 628 il v ' d gy its *120160318
Wy /*l% VL,?E‘ i E I\ Mf)ﬁv “ii* 6. fg % %gx;
%j— PRI R RRE e R s TRRE
6. Rewsed App_endlx 6.2 Meeting Notice; replaced
“Exempt Review Protocol Submission Checklist” with
“Exempt Review Application Form;” deleted Appendix
6.3 “Expedited Review Protocol Submission
Checklist;” replaced “Application of Protocol Closure
Report Checklist” with “Protocol Closure Report
Checklist.”
E| 8 [1.8:#&31-32-36 %% %4o 20170709

1. Revised the versions of references 3.1, 3.2 and 3.6.

2.13:x 5.1 i A2 Ap B <~ % o

2. Revised relevant documents in item 5.1 Flow Chart.

3&&522xﬁ%§%@%vP:~y%@¥%ﬁ%%

-2 ﬂ\ 2 BRI H G AL FATH
pT S % Elfi—-'QEIJ?j_L_ﬂ\ U,F;upao

3. Revised |tem 5.2.2 documents required for protocols of all

categories; deleted “required two photocopies” under
“Protocol submissions for full board review and expedited
review;” added “One hard copy of original documents in the
case of PTMS application” under submissions of protocol
amendments and contlnumg review reports.

4. ,3 t2 5.4.1 & L%ﬁg; X fgw | T3 MA‘* i# PR AR I A~
viq’*k?'f"‘b&? ﬁ-@l”d(%‘)lxiiﬁ kS
FROERI A 4 FIGECIE- S A S SN Fﬁﬁ'}
1 o _I_ﬂ ’]ﬁ

4. Rewsed item 5.4.1 Igewew Category Evaluation; added

“The Executive Secretary shall make a primary
recommendation as to whether the protocol qualifies for
expedited review for the Chair or Vice Chair to approve (if
the Executive Secretary is also an IRB member, she/he may
make the decision directly);” meanwhile, revised the
responsible personnel in item 5.1 Flow Chart,
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5.%1“,%1,\%! 54212 A2 @iz REETF AL AEP
5. Deleted the explanation about the Chair and the Vice
Chair serving as reviewers in the original item 5.4.2.

6.12:254.2: M"éﬁ?f]i TZRBEF LA 2L>F o
6. Revised item 5.4.2; deleted the part about the Vice
Chair selecting reviewers.
7.13:x 55: Mn//f,ﬁ FRE Rl EH TR AN F o
7. Revised item 5.5: Deleted “Review Category shall be
judged by the Executive Secretary and the Vice
Chair.”
8.12:%x553% 4"V R7BPEIZ 6B -
8. Revised item 5.5.3 Review time limit: Replaced
“seven” calendar days with “six.”
90.i2:x 554 £ATHEEL R 2 F L | o
9. Revised the personnel responsible for the reselection
of IRB members in item 5.5.4.
10. 56 &4k 32 6522 2 H LAE2 ER - Ko
F 222 5.6.2 ~ 5.6.3 i i Fa B o
10. Adjusted the order of items in item 5.6 Records
Retention and Appendix 6 to be consistent;
meanwhile, revised the appendix number in item
5.6.2 and item 5.6.3.
11.3 4% ' & 6.1-6.10 -
11. Replaced Appendices 6.1 to 6.10.
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1. Process related to hardcopies was revised to comply

with the new IRB policy of paperless submission.

2. B 522 At E R RH o

2. Required documents for protocols in item 5.2.2 were

revised.

3. jf54lrf@f“&§v BEPRBRF B b p g o

3. Deleted item 5.4.1 “The staff members should stamp

submitted documents and fill in the date.

4. T 5.5.7 %Ei A3 A BYE T2 H2ZA
e Rl ST g F A TEFALH
@p%ﬁﬁ%wﬁ7bﬂﬂo

4. Added item 5.5.7 The reviewers should judge whether

the subjects are selected fairly and whether the terms
of exclusion are reasonable based on the principle of

justice and fairness.

Appliedto |mH 5 > F2xp @ AP T EEEF AL R €
mOther (Prease specify): The IRB Committees
ENEE v EBRITER FEp
ersionNo. Pages Summary of Revisions of the Document Date of Implementation
F| g |12 es:g&é" ~E34 5 TARAEY fm@% h% f g %2 20181026
T g BPEE o ArfatEsd mﬁj 0 f%‘?% —g:? %
1010 65129 %i» » 2012 o (2 AR IS0 Ef%?"%?—? S
1071661626 5.4 2 &+ % 2~ 3~ 6 7 iEiE~ ' 2018)
1. Updated reference 3. 4 into “Regulations for
Organization and Operation of IRB Committees
(Ministry of Health and Welfare, promulgated in 2012
pursuant to Wei- Shu -Yi-Zi No. 1010265129; articles
2, 3, 6, 7amended in 2018 pursuant to Wei-Bu-Yi-Zi
No. 1071661626) "
2.13 % *6.1-6.2-64-65-6.7-
2. Revised Appendices 6.1, 6.2, 6.4, 6.5, and 6.7.
G |18 (1. FIZHIRBaEMNi 2% F¥ i3z 5 FHL 48 2 | 20190527
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5. Added item 5.5.8 The procedure of reviewing the
Informed Consent Form.

6. ATH 559 F AL AFAXFEIFL R -

6. Ad ed item 5.5.9 The prﬁocedure of reviewing
recrurtrng subjects

7_ l} (X 6 V""SI\"FJ’ Iv— o

7

Revised 6. Appendices.

H |19 1.3 AAHRPP R"%:3E 4 A 2 ZRE& 782 - 20191018

1The following modifications were made according to
the recommendations of AAHRPP (Association for the
Accreditation of Human Research Protection Program)
reviewers.

2.77H 5510 p F o

2.Added item 5.5.10 contents.

3.+ 6.1-65-6.6¢

3.Appendices 6.1, 6.5 and 6.6 were replaced.
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Applied to

oz fx

OAll units in the hospital

mE 6 P L AP AEEALR 6
mOther (Prease specify): The IRB Committees
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ersionNo. Pages
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Summary of Revisions of the Document

FEp
Date of Implementation

| 19

15 /Iz\‘y,\)]__sz“ I;,Qe.r—" ﬁf&,}%?é%lFi_gﬂ 109

1) ;l‘ 7
£ 08" 28 p fFa am K“ %ﬂ;‘é?r F % 1091407788 54
[
Updated reference 3.2 into ““Regulations for Good
C inical Practice” amended on August 28 2020,
pursuant to Ministry of Health and Welfare
Bu-Shou- Shl Zi No. 1091407788.”
Jgre gt v i* 3.6 5 ¢ #A R 109 £ 01 ¢ 15 i KNG
- %‘—} % 10900003861 5.4 iz & ~# %
Updated reference 3.6 into “Medical Care Act, mended and
promulgated as per the Presidential Order Hua- -Zong-Yi-Yi-Zi

No. 10900003861 dated 15 January 2020.”

3.1 1 5.3.7.2 2 FT&J%Fé%AFé +HE x;é%r,?ﬁ

b"’lj;('@t;.]»" g ik A o

3.Replaced “List of Subjects and Description of
Enroliment” with “Name List of Clinical Trial Subjects”.

4. 773 5.5.8.12 3 p %

4.Added item 5.5.8. 12 contents

o. 4 #'* 6.1+62-63-64-65-6.6-6.7-6.8-6.9+6.10 -
5.Appendices 6.1, 6.2, 6.3, 6.4, 6.5, 6.6, 6.7, 6.8, 6.9,

N

o

o

20210528

19

and 6.10 were replaced.
1. 3:x553% 4P h6BPEIcZ6BILITX o
1. Revised item 5.5.3 Review time limit: Replaced “six
calendar days” with “six work days.”

20211209

IR
Blank. Continued on next page.
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K19 [1. R T&%-/- ‘883 Im/—%éi R€ . Bz T A48 [20230717
w2 atf
1. The original “The Flrst/Second IRB Committees” was
renamed “The IRB Committees”.
2. XTH S+ 2 2 3.7~39¢
2. Items 3.7-3.9 were added in References.
3. &5 AAHRPP B"%Z 08 2 &3 #78 5.2.3
3. According to the recommendations of AAHRPP
(Association for the Accreditation of Human
Research Protection Program) was added Items
5.2.3.
4. $:25312: R 5B pEILIE5RBIIFX -
4. Revised item 5.3.1.2: Replaced “five calendar days”
with “5 work days.”
5. 8:x 55927 PN % o
5. Revised item 5.5.9.2.
6. ¥ i* 6.1~6.7 2 6.10 -~ 6.11 -
6. Appendlces 6.1 ~6.7 and 6.10, 6.11 were replaced.
L |19 L B¢ 5.41: Lii7sl [ % 2 5 % BAEA it | 2 | 20250910
TR REG S EAREFRT S (B) A EEf -
DA L E A P E B AR A
28 (&8) iELARFTLEEFELR > FHT "%
E’. i ﬁ @‘flﬁ *~ | °
1. Revised item 5.4.1: After confirming all required
documents are submitted pursuant to the SOPs of all
categories of submission, staff members send them to
the Executive Secretary or (Vice) Chair. The Executive
Secretary or the (Vice) Chair determined to whether
the protocol qualifies for expedited review, and in case
needed, select reviewers and fill in the “Reviewers
Selection Form.”
2. 4:x54.2: i‘g\l;«'\: “CED) AELR e
2. Rewsed item 5.4.2: Increased “(Vice) Chair.”
3. 73 5435 p % o
3. Added item 5.4.3 contents.
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Eor;\pose:d o 5—? i g 1L}k‘Lgvel of mi A O i B8
The IRB Committees

Confidentiality

by mUnclassified DConfldentlaI oHighly Confidential
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L (19 4. 3##*++6.1-6.3-64-65-6.7-6.10- 20250910
4. Appendices 6.1, 6.3, 6.4, 6.5, 6.7, 6.10 were replaced.
M |19 |1. # 42 6.5~6.7 - 20260512

1. Appendices 6.5 ~ 6.7 were replaced.

TR % e
Composed/Revised/Deleted Reviewed Approved

N fiq Lﬁ?‘ﬁ? e ’%-L FOFEHE o
Pid g L A dest SOP 7
Elﬁp )

PN

ét

IR m RIS Sy IS TER

WAt Kl\/l ARG BATEA  MAFFZ S SOP g 12Y wihg o BB (758 o

XChar?%mgd marking, or copying controlled documents W|thout permlssmn is

rohibite

><The latest version of this document in the Knowled%e Management System (KMS)
takes precedence. Distribution of hard copies of this document must be
approved and stamped by the SOP Administrative Center. Copying without
permission is strictly prohibited.
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% 12 435] IRB-#g-11F§2-2006 | * * 24 FEEEFEEEA L

Document Number IRB-Regulations of Operation- 2006 Title SOP of Managing Protocol Submissions
§ 7N i L PETT
Processing Unit Review Comments Head of Processing Unit

RSP EF R A
There is no need for review by other departments or
divisions.

Mgt A AP AN F AR AN R EMFE RS LHE R -
% The head of each processing unit is advised to provide comments before

signing/stamping to approve. If needed, itis recommended that the head of each
processing unit discuss with the unit that made the SOP.
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1.p 0
PR ARAMPFI G REFZFEG - PR R R
LT3R P ELRERRL FHAEES -

1. Purpose

The purpose of this SOP is to provide standard regulations to
manage the review of human research protocols at TCVGH to
ensure the lawfulness of the research.

2.3 * § [
CARFACT LA LA R PR PR AR o

2. Scope

This SOP applies to managing review items of all human research
protocols of the following categories at TCVGH.

21 -2 a3 %

2.1 Protocols for Full Board Review

222 FhvE S

2.2 Protocols for Expedited Review

23 ¢ %3 % %

2.3 Protocols for Exempt Review

24833 %

2.4 Protocol Amendments

25 EHF A

2.5 Continuing Review Reports

2.6 %7 in /%% k3R 2

2.6 Protocol Suspension/Termination Reports

2.7 % %3F 4

2.7 Protocol Closure Reports
BHERFEER

2.8 Other items needing review

2026.05.12
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3. References

31T A RS g @2 105 & 4 7 14 p 2 45130 60 %5—?%
1051662154 & 4 i3 &

3.1 “Regulations on Human Trials” amended on April 14,
2016,pursuant to Ministry of Health and Welfare Wei-Bu-Yi-Zi
No. 1051662154.

32T HE R IR AR RHK (TELER | 109 # 08 * 28 p 2 453830
J24 % % 1091407788 %4 i3 1

3.2 “Regulations for Good Clinical Practice” amended on August
28 2020, pursuant to Ministry of Health and Welfare
Bu-Shou-Shi-Zi No. 1091407788.

33T A mEmyF ) BiAEFER- 55 % 10000291401 .4 ]2
>~ 261 > XK 100 & 12 * 28 p *5 {7

3.3 “Human Subjects Research Act,”26 articles in total, stipulated
and promulgated pursuant to Zong-Tung Hua-Zong-Yi-Yi-Zi No.
10000291401, effective since December 28, 2011.

34|—/\§€’X§57le/—%ﬁiﬁ g é“ﬂﬁ 'F?ﬂf?/zj ° f’ff{}‘mfﬂ,.
AR IR -Pg F % 1010265129 54 0 2012 o (&2 A T30 3N
Fg F % 1071661626 BLBIr %2367 5% »2018)

3.4 Regulations for Organization and Operation of IRB
Committees (Ministry of Health and Welfare, promulgated in
2012 pursuant to Wei-Shu-Yi-Zi No. 1010265129; articles 2, 3,
6, 7 amended in 2018 pursuant to Wei-Bu-Yi-Zi No.
1071661626).

BS5TWA-WFIHIFLZ AWML IEEE, FFFF 5
1010265083 5 » 2012

3.5 “The Scope for Human Trials Applicable to Subject Consent
Waiver” pursuant to Wei-Shu-Yi-Zi No. 1010265083, 2012.

3.6 7 FA K109 &£ 01 » 15 p i — £ 3F % 10900003861 5.
ﬁéﬁQ#r?%gJ
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oog



DL O S
S T T
0]

Taichung Veterans General spital

> Bl IRB-4 ¢ -1t £-2006
Document Number IRB-Regulations of Operation- 2006

=

%

U

PEREEFEERAD Page

Title \Version

& 15
rﬁ_ SOP for Managing Protocol Submissions | %=t M 25

3.6 Medical Care Act, amended and promulgated as per the
Presidential Order Hua-Zong-Yi-Yi-Zi No. 10900003861 dated
15 January 2020

3.7110 # 12 * 14 p #"F F % 1101668486 5.3 = 2 r%%%gs)%#:
WAMRERE —F AR TR

3.7 “The Human Trials of New Medical Technology - Review
Standard Operating Procedures” announced by Ministry of
Health and Welfare on 14 December 2021, pursuant to
Wei-Bu-Yi-Zi No. 1101668486.

3.8109# 01 " 15 p B3 &E% - £ F % 10900004021 5.4 4] 2=
*TFREHFRE, > 2v £ 85 iF o

3.8 Medical Devices Act, promulgated as per the Presidential
Order Hua-Zong-Yi-Yi-Zi No. 10900004021 dated 15 January
2020.

3.9 110 # 04 * 09 p fFr4 4BfI3nfFie s ¥ % 1101601721 5.4 37
FEF TFRENRAREBREEAE ) > 2 & T2 0

3.9 Regulations on Good Clinical Practice for Medical Devices,

promulgated as per the Ministry of Health and Welfare
Wei-Shou-Shi-Zi No. 1101601721 dated 09 April 2021.

193
272

4. L@ T &

4. Definition

4.1 PTMS s % @ 2k # %k &+ % % & % (Protocol Tracking
&Management System - i # PTMS) -

4.1 PTMS: Protocol Tracking & Management System.

2026.05.12
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SEERNF
5. Procedure

5.17-% % & 2t AE

5.1 Flow Chart of Managing Protocol Submissions

=
i Res*gorisible ol =
Flow Chart P Relevant Documents
Personnel
SEEE 2V ‘éﬁﬁélifﬁiﬂfﬁg*fi/
s A P RRFELR EF AT RRE
XLEF B Relevant Documents of All Submissions/IRB

Acceptance of Submissions

EF v HERRR
Confirmation of
Submissions

Yes

|

] ¥_% % = ;%Evaluation of
Review Category

A4
Review of
ssions

Submi

A 4
REFLLL
Compilation of Reviewers
Comments

|

Cﬁr# % Records Retenti@

Pl/Staff Members

AKyeA B
Staff Members

nERE (FLELRF
I(&) 124 f
Executive Secretary
(ifalso an IRB
member)/(Vice) Chair

ESA R VA -
[#F3 %5 Fe
Staff Members/
Reviewers/
Expert Consultants

LEBAPEL R
Staff Members

L TRPEL R
Staff Members

Review Fee Schedule
P

pwﬁﬁg‘éﬂjﬁ‘-ﬁlﬁugﬁi’r/éﬁﬁ@ ?F‘%‘/ 417

HEFDER L2 2 E R PHAERS AFL L/

VARG IFL AP L RETEPRAGREER

HAeh@m iy LHIFRTHRE
Submission Checklists of All Categories/Meeting
Notice/Application Forms of All

Categories/Protocol Review Routing Form/List of

Organized Documents/Protocol Amendments
Checklist/Continuing Review Report

Checklist/Protocol Suspension or Termination

Report/Protocol Closure Report Checklist/Name

List of Clinical Trial Subjects/Management
Database

FE2 /3 AL R HEA/PTMS (/g 5
ikt g sz ML HE
Submitted Documents/Reviewers Selection

Form/PTMS/Email/Relevant review forms
according to the SOP

CHPTRRFALR R RFAERILL
FRRPACHBFLGEFALREF LR
Lw h %

IRB Review Checklists/Form of Response

to IRB Reviewers’ Comments
FHIE R E LR R
Protocol Withdrawal Application

Form/Record of Guidance on Human
Subject Protection and Research Ethics

ok
=

EY

7

ek
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52 £1Mi5 % v it

5.2 Acceptance of Su
When receiving

52.1 %A 4

SH A

522 L& %2

5.2.2 Confirm rece
all categories

AT ERFALR §ED
PP R BArT R WEF Y

APt RN RELGS LS E
:__1_

o

bmissions

submissions of all categories, IRB staff

members shall process them by following the guidelines below.

%{J’%‘:};

WL AREALAET AT T

5.2.1 Confirm completion of payment pursuant to the “IRB
Review Fee Schedule” of TCVGH.

Bk % i
ipt of documents required for submissions of

R R
Submission Category

Bk < i
Required Documents

Protocol for Expedited Review

-45%h7 5% T %
Protocol for Full Board Review | Electronic files
Hravds T E

Electronic files

LF AV EF
Protocol for Exempt Review

rtA-EaFAETHEE T IR
One original documents and electronic files

1 21
BriE ok

Protocol Amendments

TIMhE (2PTMS Y #4521 24— &~ B -
2 E e B AETHE ?+*%%)

Electronic files (one hard copy of original and duplicate
documents if applied not on PTMS)

EHG AR
Continuing Review Report

TFHE (EPTMS cs? %Rl it - >~ B h-
2 Fn FAFHRE é‘:—w‘%‘*)

Electronic files (one hard copy of original and duplicate
documents if applied not on PTMS)
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Protocol
Suspension/Termination
Report

T A% (Z2PTMS kY -k plc -
AFME T IME)

Electronic files (one hard copy of original documents if
applied not on PTMS)

2 Em %

BRER
Protocol Closure Report

THhE (LPTMS i %015
EFEHZE TIE)

Electronic files (one hard copy of original documents if
applied not on PTMS)
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review Electronic files (one hard copy of original and duplicate
docwneMsWapmmdnotonPTMS)
5234 FARTIRAcE Fa X LX) FAD NG TREF

v EREREFRE -

5.2.3 In case of extraordinary circumstances such as the
pandemic or natural disasters, when the review method is
changed, the documents must be kept intact.

53#F %~ i

FOORPEA P ikdy TR AE g B E ARy PAF A
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BR AR L PTMS j sl drpt A A ¥ 9w #rg %2 &)
WriEgds -3 FPFFIFALFIRLL MEEL
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5.3 Confirmation of Submissions
Staff members shall confirm if all needed documents are
submitted, and check the correctness of the documents
according to the submission checklists of all categories. Upon
finding any missing or mistaken item, staff members shall send
a PTMS notice to the principal investigator (PI) and return all
submitted documents to the Pl. Any incomplete submission
may only be returned once. If the Pl disagrees, the case shall
be sent to an IRB member for judgment.

531- 4% 433 %
5.3.1 Protocols for full board review
5.3.1.1 ¥kt fix Ttk FaE g 2FE LG
6.1) FEzn> T AH o

5.3.1.1 Staff members shall confirm if all documents are
submitted according to the “New Protocol Submission
Checklist” (see Appendix 6.1).
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5.3.1.2 A protocol for full board review may be scheduled in
the agenda of an IRB board meeting if the preliminary
review was completed and the Pl responded to

reviewers’ comments at least 5 work days before the
scheduled board meeting.

5.3.1.3 &y iz T B gl | Frie AT R
5.3.1.3 Staff members shall confirm if all documents are
submitted pursuant to “Meeting Notice”.
532# %% 44 %
5.3.2 Protocols for expedited review
5321 ¥+ kyrr ik TATAFAEF Y FE | w24
T A
5.3.2.1 Staff members shall confirm if all documents are

submitted pursuant to “New Protocol Submission
Checklist”.

5334 % a3 %
TRyt BT Ay A5 4% W g FERLY AT
5.3.3 Protocols for exempt review

Staff members shall confirm if all documents are submitted

following the checklist on the “Exempt Review Application
Form”.

53433 %
5.3.4 Protocol amendments
5341 ¥ikysA Riz T3 2 P HL | mine 2127
A o

5.3.4.1 Staff members shall confirm if all documents are

submitted pursuant to “Protocol Amendments
Checklist”.

534282 nisHBARZ BIENETF P Pl oo
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5.3.4.2 All amendments shall be included in the comparison
table.

5343~ 2 { it F L ARR - RN I T o

5.3.4.3 All amendments shall be underlined, boldfaced or
highlighted.

535 BF aF 2
Fariyrd fETEEG BF L P Ry BT A A
5.3.5 Continuing review reports
Staff members shall confirm if all documents are submitted
pursuant to “Continuing Review Report Checklist”.
5.3.6 #7i& /% 1k 45 £
”%5%34?*%4 Rz 3 8R/8 84 42 P2 RETHEPEHE
'{’EPMQ =+ ETE A A o
5.3.6 Protocol suspension/termination reports

Staff members shall confirm if all documents are submitted
pursuant to “Protocol Suspension/Termination Report”.

537 % %44
5.3.7 Protocol closure reports
5371 ¥kt Bl 2% FE it mine 83 %%

5.3.7.1 Staff members shall confirm if all documents are
submitted according to the “Protocol Closure Report
Checklist”.

53.72#% 1T r%g‘/%“}z{J % 8 IR T A M 7 AT %%‘ﬁ
oo RS SFREHE LELGT S 2 A
$ e Rk L R T RS A
Fé—"z FH xR R A ’—‘xpﬁ\&)]%)ﬁ:“"‘ d
4%"’?”“ AEFHLE € FMA L -

5.3.7.2 If the nature of the trial conforms with the
“experimental research of new medical technology,
new medicament, new medical implement, or the
bioavailability and bioequivalence of generic drugs on
humans” stipulated in Article 8 of Medical Care Act,
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medical records shall be preserved indefinitely
pursuant to laws. Two copies of “List of Subjects and
Description of Enroliment” shall be submitted—one for
the Section of Medical Records, and the other for the
IRB Archive.

5373 % 5 2L EH sk Y > A RIMP T TAEr o

5.3.7.3 For non-drug clinical trials, some entries on the forms
may be specified as “Not applicable.”

538&”«&1;%¢r“<£ﬁ‘, angyégzﬁﬁfi TIT 2 Bl R B o
Ve Tiest T g T wﬁ?xia rj‘g,.ﬁn%{

WJ°

5.3.8 Each new submission shall be given a number according
to the principles of assigning numbers stipulated in the
SOPs. The number shall be recorded in the column of
“IRB Number” on all forms related to the submission.

539 EFFILFRFLA TG B2 EF I H L L
f’,_'}’/\ F?E?ALE‘J °

5.3.9 Upon completion of the administrative review of protocols
of all categories, staff members shall record the title of
each submission in “Management Database.”

5452 F 4>

5.4 Evaluation of Review Category

541%ﬁaﬁkﬁxéﬁ$§ﬁﬁaﬂ'$-f PR RER
gAfpERE S (B) 224 f -4 (§) L34 i A TA
@ﬁ Hrgate HeERis (f) 1L ARFLE

2AHLE EE THEAELBESEL )

5.4.1 After confirming all required documents are submitted
pursuant to the SOPs of all categories of submission, staff
members send them to the Executive Secretary or (Vice)
Chair. The (Vice) Chair determined to whether the
protocol qualifies for expedited review, and the Executive
Secretary or the (Vice) Chair in case needed, select
reviewers and fill in the “Reviewers Selection Form.”
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5.4.2 After the Executive Secretary or the (Vice) Chair has

selected reviewers, staff members shall notify the
reviewers via PTMS or via E-mail.

543 B 5 EHFAWL BEFLERNEIEZ R LKL T
%”%iﬁé%i’*&?ﬁ#i’)’fﬂ%/%ﬁpﬁ (%’) fiﬁé‘_%?liﬁf

EFELLH -
5.4.3 Amendment, Continuing review report, and closure report

would be reviewed by the original reviewers of the protocol.

Under special circumstances, the (Vice) Chair may be
assigned the new reviewers.

55i# 2% 2
:Fzz~kf*%4ﬁf@li’:ﬁgxﬁ PRFAFEEAET 2R BT
HiELL R F
5.5 Review of Submissions
Staff members shall send protocol documents to reviewers
pursuant to the regulations in the “SOP for Managing Protocol
Submissions.”
551% 22 b L R iRT
F %J—»ﬁ’ fi 4 o
5.5.1 The names of reviewers shall be confidential to avoid any
potential interference or pressure related to the protocol
under review.
552 kyet R T2 a8 dTA0k4, o
5.5.2 Staff members shall prepare the IRB Review Checklists.
5538 8% a8 ZHO6HFLIFX o
5.5.3 Staff members shall fill in the review time limit, which shall
be 6 work days.
554450 %1 > 322 A FREF NETFERLEL T & hfm
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5.5.4 If an assigned reviewer discovers any potential conflict of
interest, or if the reviewer’s expertise does not match the
content of the protocol, the reviewer may return the
protocol to the staff member, and the Executive Secretary
shall select another reviewer more suitable for the task.

555F 4w AT A Rz HEFFE FALALS
HE otk TRRFAERALEARPL  EAERFE
BB ERTLLIRARS 0 k2T (B) 1Ed
APt o:&ﬁ%ﬁ‘%,x#kk/‘ﬁ;#ﬁ R4 o

5.5.5 Reviewers shall conduct the review with fairness and
objectivity. Reviewers’ comments shall be written in detail
according to each item in the IRB Review Checklists. In the
case of any possible interference or pressure, reviewers
shall report the incident immediately to the Chair or Vice
Chair. The IRB is responsible for eliminating any
interference or pressure.

556% 2% fi ﬁ%ﬁﬂ’“% il o] F i (4 ™%
PHFALBILEARTA ) 2% JlETR) o

5.5.6 Reviewers shall evaluate the hazards and potential
benefits of the protocol (pursuant to the evaluation of
hazards and benefits in the IRB Review Checkilists).

S7% a2 "F AP RBIESTERZAM > FRALY R
LF 2T hERERY > Y RFETHE R B P REL 2
LT o

5.5.7 The reviewers should judge whether the subjects are
selected fairly and whether the terms of exclusion are
reasonable based on the principle of justice and fairness.

558% 44 %4 éifr'fi PR
5.5.8 The procedure of reviewing the Informed Consent Form:

5581%55@&%&%55& ﬁFEL FERLI NG PE AR
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5.5.8.1 Reviewers shall evaluate contents in the Informed
Consent Form, and the procedures in obtaining the
subject signatures. The Informed Consent Form must
provide all information each subject needs to know
prior to enrolling in the study. Reviewers shall
confirm that each subject is free to participate in the
study voluntarily after considering all factors involved.

5582 % A% R F AP RILATRARHRETT > B
AR HG R AR RF AT LR AR
FRAEZAAABEEEEE o AN RE KL
FoOPEIRFIRET LEBERLY

5.5.8.2 Reviewers should pay attention to whether the
principal investigator or the designated personnel can
give subjects, their legal representatives or those with
the right to have sufficient time and opportunity to
inquire on details of the study beforehand. The
Informed Consent Form must be obtained from the
subject under voluntary conditions.

5583 %44 A F A RAZFHRIF AN Hope2 4
AR AL L BERABRRLEFLTR LR
LRGP TR AR AR M L
,T,gwr««g,n,;ikg H’-x??’f@i}é%
ABRSRLG L TP

5.5.8.3 Reviewers should pay attention to confirm the principal
investigator or the designated personnel is able to
provide each subject all necessary information in full
on the study, explain contents of the Informed Consent
Form and provide all written opinions related to the
study approved by IRB. A colloquial and
non-professional language should be used to enable
subjects to fully understand the contents before
signing and dating the consent form at the end.
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5.5.8.4 Reviewers shall confirm that the principal investigator
completes the Informed Consent Form in accordance
with law (Medical Care Act, Human Subjects Research
Act, Regulations on Human Trials, GCP, etc).

5585 %322 A3 AP G i A B AN HEAR
Hp R > '«r\?sbﬁﬁlﬁ'—fﬂ ;¥ g 2 pFIE T "t’ﬂ‘fﬁﬂf Z >
A5 AL AP Fﬁgiﬁ»g??f; "J‘—— ; T & 72 ?TF‘X"% - QKX?H
THIZFLF BUTEXRFHIRLINFEREFY
P Y SR L

5.5.8.5 Reviewers should assess whether the principal
investigator has the ability to ensure that the recruited
subjects receive timely and up-to-date information
related to their rights, safety and well-being throughout
the course of study. In the case that important new
information arises that may affect the consent of
subjects, the Informed Consent Form should be
revised and the written information be provided to
subjects with immediate oral disclosure.

5586 4L A% a4 FEFRIFFIAPFANETHF 2
AT S RTS8
5.5.8.6 Reviewers should demand the principal investigator to

establish a mechanism for responding to inquiries or
complaints from the subjects during the study period.

5587 3 A4 A" F AP FEMERFR AT E REERY
zgwﬂwgafw’lﬁéﬁ@§m$xﬁ S E
RIE AR i L2 Ay H L’f%i’f B 7 ,fpf“%?_'.
FA O RERBIE é%i?*‘ﬁﬁﬂm‘&4@§°

5.5.8.7 Reviewers should examine the Informed Consent
Form to ensure it provides all necessary written
information to the subjects, and in no case that any
subject, legal representative or person with the right to
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consent to waive their legal rights or to be exempted
from signing the Informed Consent Form. In no case
that the legal responsibility of the Principal Investigator,
the Organization, the Sponsor, the Contract Research
Organization be waived.

55.8.8 % '}/r}%‘ 2@,&_, = f%/‘z” &’Eﬁpﬁ‘:‘%} ’ ‘?F‘—ﬁpﬁ/;‘??—’tg"
BRI TR PR R R
E7 &LN?éi @ﬂﬁﬁ’;%ﬁ%&’ﬁ B g
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5.5.8.8 In the case that human trials need to be used to treat
emergency conditions when informed consent cannot
be obtained beforehand from the subjects, legal
representative or person with the right to consent, an
emergency plan must be detailed in the study protocol
and be approved by the IRB Committee. However, if
written consent of the subjects, legal representative or
person with the right to consent can be obtained, that
should be done as soon as possible prior to the start of
study.

5.5.8.9 ﬁfﬁﬂ’ij'ﬁ? ﬁ‘;i%ﬁ%‘}}l”ﬁ R4 ehdE A5 |RB #22

L
5.5.8.9 When the principal investigator may be in contact with
adults who are unable to give consent, the IRB should
evaluate whether:
55.89.1 Nt F L F L fgiTe X ;é-ﬁ % iZ P R i
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5.5.8.9.1 The proposed study protocol is sufficient to assess
the capacity of subjects to give consent.

55892 £@ 4 L AT L& > a2 L3V 4L H 4
i}

5.5.8.9.2 The consent of subjects is necessary, and the
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consent is sufficient for the study.
5.5.8.10 ?%AFéiﬂa EFRAE o FEALERI Y BB
]f,' J‘r:]‘n P\?- N ‘\:B’&IE,’IF':]‘B 'E) g j\a 4p = = _‘J:Q.ﬂz i3 Ké‘? %’
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5.5.8.10 Signing the Informed Consent Form is a necessary
prerequisite for the study. If the informed consent is
not reasonably expected to be obtained, or if the
informed consent increases the risk of the subjects,
the principal investigator must submit an application
to the IRB Committees for approval of this situation.

558ﬂ.%ﬁiﬁ,px%P B2 RN AT LE
i gbufmr 242 F > ¥ 101 & 07 * 05 p w4
AWTIE(H 2 F)FF F 3 % 1010265083 5L 5
T 2 F,,,guﬁx,i'ﬁﬂiﬁ@(pa& AR Y 2 #@J ,
ﬂikﬁwum%ﬁﬁ 22518 o

5.5.8.11 Reviewers should determine if the research protocol
can or cannot be exempt from the informed consent
procedures based on the risk level of the study
according to the announcement by the Ministry of
Health and Welfare (formerly known as the
Department of Health) on July 5, 2012, pursuant to
Wei-Shu-Yi-Zi No. 1010265083.

55812 AL R ey A FALF H 2 it L 2 K38
TR R TR TR R R TR
P RRBREERE R R RSSO
e 2SS EFEREE G 0 BTG I HL

5.5.8.12 The reviewers examines whether participants with
lack of deciding ability are involved according to the
protocol, and requires the principal investigator to
propose relevant specific protective measures. The
reviewers should also evaluate and track in
accordance with the participants, cases, time,
location, and physical, psychological, social and
experience, privacy and other impacts.
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559% 4% %ﬁxpéii‘pi 2R
5.5.9 The procedure of reviewing recruiting subjects:

5501 324 R FAXRERFNLATH e T 2 &
SRl XE R R S S E AR s R R
Vs & A

5.5.9.1 Reviewers should examine the various materials used
In recruiting subjects, including print advertisements,
multimedia materials, rewards, methods, and
schedules received by potential subjects to ensure
fairness in recruitment.

55.9.2 %Eiﬁ/?%%ﬁ‘k‘zéi%ﬁ%% rv’ lEﬁJ H v TR a:\?l\l%r"%
B2 \:‘Jﬂ.fygp’%;\?i‘i‘ﬁz—")gli’ﬁ -Pg}é‘

5.5.9.2 Reviewers should evaluate the appropriateness of the
advertisements for subject recruitment, and ensure
that no emphasis is made in the advertisement
regarding free medical treatment for the subjects.

5510 # ¥ % A A7 HEAFIE 227 F > 57 4% IRB %
AAT FEEAT Y i TR T S N

5.5.10 In the case when community members shall participate in
the research project during the review process, in order to
strengthen the IRB's ability to review the the research

involving community participation, the following methods

can be used:
55101 d » EF AR SFEMFT T E X2 £ | 5 Foo

5.5.10.1 Inclu3|on of IRB members with expertise in
community based participatory research.

55102 % &4 EAALT® 2877 kT IR

5.5.10.2 Education of IRB members in community based
participatory research.

55103 #» % IRB >t L @317 7 2 5ok ©
5.5.10.3 Sharing IRB experience with this type of research.
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SOREFLRALEER
5.6 Compilation of Reviewers’ Comments

561% 54 f#5 B MRIELT G4 PERAL L Rk
Fﬁl’lgf/f'—_f(—i ?Q ,&:EL"

5.6.1 Reviewers shall provide comments or opinions pertinent to
every relevant issue and shall avoid inconsistent
comments or opinions.

562F LFAUGIT » PHIF AL LIRGETEY AR
4! r%‘;{it\z' i—- °“q“_,L'Iiﬁ ﬁil{iﬁ‘g{f’?ié—?ﬁ%%
R is = g*ﬁ °

5.6.2 If the PI decides not to execute the research before the
protocol is approved, she/he shall submit a “Checklist and
Application Form of Protocol Withdrawal’. After being
reviewed and approved by the Chair, the Vice Chair and
the Executive Secretary, the protocol withdrawal shall be
reported to the IRB board meeting for confirmation.

563 %1 *Adaumyyilie C AR TXREEE R
Ejﬁrﬁﬁilm 2 APBRALT R BRP l«‘?’ﬂ‘g'}%'r'{
BOOHE, ARG E TR RE R b
ﬁ%@ﬁw%W%"&a -~ ﬁrﬁ%J%%@’

# (R iEd feT o
5.6.3 It researchers and other protocol-related staff have
guestions or concerns related to issues about human
subject protection and research ethics, they may request
advice or guidance from the IRB. Staff members shall fill
in the “Record of Guidance on Human Subject Protection
and Research Ethics”, and send it to the Chair or the Vice
Chair for approval after having provided advice or

guidance.

7 % riERF
ARRE A B RiRpAoT e XL i LI kb
5.7 Records Retention
Relevant personnel should keep all records safely following the
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Protocol Amendments Checklist IRB Archive |° Y&as alter the Iria
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o , . HEEdis 3E
EHG AL P IRB %z | roeiwhis 38
5 Y . . .~ |3 years after the trial
Continuing Review Report Checklist IRB Archive :
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Sk AR AR A IRB 4% % % R G 3{
6 . o IRB 3 years after the trial
Protocol Suspension/Termination Report . :
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Protection and Research Ethics
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6.LATE T AR i d
6.1 New Protocol Submission Checklist

6.2 F ¢ i i

6.2 Meeting Notice

6.3 MWMETIELEY T

6.3 Exempt Review Application Form

6.4 12 it HiF 2y 44

6.4 Protocol Amendments Checklist

6.5 ¢ HF AL P4

6.5 Continuing Review Report Checklist
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