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5.6.13.1-7 -

Item 5.6.13 “Other guidelines for protocol review”
was added, and some of the terms in items
5.6.13.1-7 were revised.
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The title of the form and content of item 6.16
(Certificate of Approval) were revised.
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Newly composed.
B 9 |d A &AL R ¢iRFITEARR 5.4 g kA o | 20150119
This version was converted from “Version 5.4 of the
Standard Operating Procedure of the Human
Research Committee.”
C |10 |1. B:xb.lnfz Bz phf £ H o 20150923
1. Forms related to Flowchart 5.1 were revised.
2. 3:25.3.23 %4 % %E -
2. Protocol numbers were revised in item 5.3.2.
3. 773 5613 Hi FHRALERZE Bgdte 439
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1. The original “Human Research Committee” was
renamed “The First/Second IRB Committees.”

2. R TEHEARLE ks THABAREFAERAA
¥Rt A 0 TH B E* 6.10-6.15 -

2. The original “Reviewers’ Comments Form” was

replaced by “IRB Expedited Review Checklist, and

Appendices 6.10-6.15 were revised.

v FARLE e

Typos were fixed.
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The term “external expert” was replaced by “expert

consultant.”

g 552 plizd AL ETF LA 2 BETER
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5. The procedure of selecting the Vice Chair to be a
reviewer was revised in item 5.5.2.

6. B F i FAFEEFEFEP $56.9+56.10-

6. The explanation about the time limit for the PI to
submit missing or supplementary documents was
revised in items 5.6.9 and 5.6.10.

7. 14 5.6.11 % % = #k o

. The number of reviews was revised in 5.6.11.
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Item 5.6.12 was revised: The procedure was added

for handling cases in which the Pl does not respond

to the reviewers’ comments or does not revise the

protocol according to the comments.

$:c 5721 e & F R 2 BF AR o

The responsible personnel for ensuring if revisions

of protocol are complete in item 5.7.2.1 was

revised.

10. 4 “fﬁ? it 6.5 PTMS %
P o

10. The original Appendix 6.5 “PTMS Documents” and
Appendix 6.17 *“Official Correspondence” were
deleted, and explanation was added.

2023.08.1
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FTH S+ 22352 3.6 20170709
Items 3.5 and 3.6 were added in References.

B 5Ll TH P EBEF 2 54T
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. Item 5.1 “Flow Chart” was revised regarding
“Eligible for Expedited Review,” and item 5.4 was
revised regarding “Responsible  Personnel:
Executive Secretary (as Reviewer).”

e 5.l Azl T#ESEELE % 5512
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“Selection of Reviewers” was revised in item 5.1
“Flow Chart” and “(Vice) Chair” was deleted from
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“Responsible Personnel” in item 5.5.1.

B B2l I FaFERAL B HIFRA

. “Photocopies” was deleted from the required

documents for protocol submissions for expedited
review in item 5.2.1. 2023.08.11

5. 7c 533 & T - #I'f 7 LoHF 2 41 AR F
F o

5. Item 5.3.3 Collaborative Institutions was revised:
“Chung Shan Medical University Hospital” and
“Chang Hua Christian Hospital” were deleted.

6. #1% R 552 (&) 1L f#EEF AL [ PFiT R
];’]'3 o

6. The explanation on the approval of the (Vice) Chair
serving as a reviewer was deleted in the original
item 5.5.2.

7. 13:x552% 48X RT7TBpEX -

7. The deadline for review in item 5.5.2: The original “7
calendar days” was revised.

8. M",/Tt B 5.5.4 8 AiFEE FFhZ AL o

8. The procedure for submitting photocopies for
review and archiving was deleted in the original
item 5.5.4.

0. X7H{ 5.6.4 57 1 - % b B LI F R WD -

9. The explanation on the risk/benefit assessment of
the protocol was added in item 5.6.4.
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10.Item 5.6.8 was revised: If reviewers disagree on
their review decisions, the Pl may be invited to
present/clarify the protocol in the IRB board
meeting (The original stated that the PI should
attend the board meeting to answer questions).

11.12:256.11 3 68 8% 52 "B 8L % >335 3 #FA4
Mﬁﬁﬁ’éiW%%’ﬁé%ﬁiﬁ‘(ﬂ)iE
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11.I1tem 5.6.11 was revised regarding the review
decision of “further review after revisions”. The
original sentence “The Pl should attend the IRB
board meeting to explain the protocol or answer
questions” was replaced by “The reviewer or the
(Vice) Chair decides whether the Pl should attend
the IRB board meeting to present/clarify the
protocol.”

12.%]?1%' 592" A ®F 3 /ﬁ%}?%g 2 | igdep P
HHP o592 iz Az aLAF 4
PR AETEAFT 0 F2 0 TR oo

12.The explanation on the validity period of the
Certificate of Approval was deleted in the original
item 5.9.2. Item 5.9.2 was added: “If the Vice
Chair serves as a reviewer, the protocol approval
should be signed by the Chair, and vice versa.”
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#6.1-6.2-~6.7-~6.8-6.16-18 -

13. The original Appendix 6.5 “Letter of Submission for

Review” was deleted and the following items were
revised accordingly: 5.1 “Relevant documents” in
the flow chart, the number codes of the appendixes,
and 5.11 “Record retention documents.”
Appendices 6.1, 6.2, 6.7, 6.8, 6.16-18 were
replaced.

w N

. gd <+ 2 3.2 4 llinternational Conference on

Harmonization of Good Clinical Practice Guidelines
(ICH GCP) 2016 | -

. Reference 3.2 was revised: “International

Conference on Harmonization of Good Clinical
Practice Guidelines (ICH GCP) 2016.”
g 3 r4%+ < 2335 2011 & -

. The year of reference 3.3 was updated to 2011.
g2 360¢Y =106 # 57 10 p ik

8- &% % 10600056441 8.4 iz o~ #F T %5125‘,; |
% 8-~70~78~79~79-1-~79-2-~80~98- 105 % 1%
Reference 3.6 was revised: “Articles 8, 70, 78, 79,
79-1, 79-2, 80, 98, and 105 of Medical Care Act,
amended and promulgated as per the Presidential
Order Hua-Zong-Yi-Yi-Zi No. 10600056441 dated
10 May 2017.”
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Combined item 5.2.1.3 and item 5.3.1.

2:x 5352 @ o

The wording in item 5.3.5 was modified.

6. B:x 5515 T#rf %iod -2 g T34 -
CAAGFEAEFRAL - i AL pFap
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Brrrhit -2 B R E(Fr22F )R HRL A F
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6. Item 5.5.1 was revised: All protocols shall be
reviewed by two reviewers--one with a biomedical
science background and the other a non-biomedical
science background. After the staff member
reports to the executive secretary with a protocol
submission, the executive secretary should assign
reviewers to review the protocol based on the nature
of the protocol and the reviewers’ backgrounds and
expertise (such as the legal background).

7. 132564 %440 BT E DR GIOBEANE
T (Rfp T3 ALRIREIERTAL 20
s JNEBERTR )

7. Iltem 5.6.4 was revised: Reviewers should assess

the risks and potential benefits of the protocol

(according to the risk/benefit assessment guidelines

in “IRB Review Checkilist”).

4.
4.
5.
5.




NAY o 40
e T S N -
Taichung Veterans General Hospital

3

>

TOBOBR ok B %

Record of Composition and Revisions of Controlled Documents

Version|No. Pages

v E 5| IRB-# g-l T R-2009 | = 2 s R ? 2AERE 2

Document Number | IRB-Regulations of Operation-2009 Title SOP for Expedited Rewew

=T 7 [ . 2 Ay

Compo| fPzatidigRETS wga o omwg

by The IRB Committees Confidentiality mUnclassified oConfidential o Highly Confidential

o fx

ig * ¥ = |OAll units in the hospltal

Appliedto (W ¥ > FEIP L AT GEFELA ¢
mOther (Please specify): The IRB Committees

| T 3K v g & g5 0 9

Summary of Revisions of the Document

Date of Implementation

SJ"%P .°°.°°

8. FIEIRBE WM EFvE i3z T2 g FTHL, M
_LP\ 2 o
8. Process related to hardcopies was revised to
comply with the new IRB policy of paperless
submission.
9. ## '+ 6.1-6.2-65-6.9~6.14-6.16
9. Appendices 6.1, 6.2, 6.5, 6.9-6.14, 6.16 were
replaced.
G |22 1. #3#Fi2 6.1 20191018
1. Appendix 6. 1 was replaced.
H |21 1 8:2%+>2365° #3®109 % 01"* 15 p %3] 20210528
=% - &5 % 10900003861 5.4 g &+ ~# 3 %/z 1°
1. Updated reference 3.6 into “Medical Care Act,

amended and promulgated as per the Presidential
Order Hua-Zong-Yi-Yi-Zi No. 10900003861 dated
15 January 2020.”

- “«"‘F%—/:kﬁﬁﬁﬂ”m/_ hLif¢
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PTMS 1 2 % 6505 AR LE TR |-
w

The original “IRB Review Checklist for Expedited
Review” was replaced by “PTMS Review Checklist
for Expedited Review.”
2:256.10 2 F 1 F AT HPLLE 28 p EX o
?eGV:I]_SOEd the PI's reply period to 28 calendar days in item
P2 56.10 2 5.6.11 2_ ¥ FEBuwP < F o
Deleted the description of the extension in item 5.6.10 and
|tem 5.6.11.
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5. The original Appendix 6.2 “Submission Checklist of
Contracted Research Project Approved by Another Legal
IRB” was deleted.

6. @i 6.1-65~6.14+-6.16~6.17 -

6. Appendices 6.1, 6.5 - 6.14, 6.16 and 6.17 were replaced.

1. 6‘;{552%2‘,ﬁﬁ“’1 BROGBPAEXL6FIITX o] 20211209

1. Revised item 5.5.2 Review time limit: Replaced “six
calendar days” with “six work days.”

1.k T3 av [= A RF T Iﬂ’g;ﬁi Ré&, B:ci T A48[ 20230717
FriemELLER

1. The original “The Flrst/Second IRB Committees”

2

2

3

3

4

was renamed “The IRB Committees.”

CAEHEIE N CIHE I R AWMy IGREELE € o

. IRB number was added the term of C: The Third IRB
Committee.

.2 Pl ET o

. The sentences were modified.

A HH26.1-64-65-68~6.17-

4. Appendices 6.1, 6.4, 6.5, 6.8 - 6.17 were replaced.

S % P
Composed/Revised/Deleted Reviewed Approved

j\ '\‘.7 f;{' A z«c*g F' _—I SFL:E ’\‘ 7}% ‘/a. ,

N

*Changing, marklng or copymg controlled documents Wlthout perm|SS|on is
prohibited.

*The latest version of this document in the Knowledge 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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Processing Unit Review Comments
BETFE TR L

There is no need for review by other departments
or divisions.

Head of Processing Unit

Xt g CA R AN S AR LR REPFIRETTTH R o

% The head of each processing unit is advised to provide comments before
signing/stamping to approve. If needed, it is recommended that the head
of each processing unit discusses with the unit that made the SOP.
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1. Purpose
PEREARTRETREVEFATHENIFANL R FAPR
Ja Rl e

The purpose of this SOP is to provide guidance for evaluating
whether a protocol is qualified for expedited review and for
managing the procedure of expedited review.

2,58 1]
2. Scope
PO TRARS F g H
This SOP applies to:
2RISR B T e 3
2.1 The review of protocols which present low risks to subjects.
22 RKEH B EZFAELFRE -
2.2 The review of contracted protocols previously approved by
another legal IRB.

3.

\\\Xr

e
9

3. References
3.1 Code of Federal Regulation (CFR) 21.

3.2 International Conference on Harmonization of Good Clinical
Practice Guidelines (ICH GCP), 2016.

3.3 World Health Organization, Operational Guidelines for Ethics
Committees that Review Biomedical Research, 2011.
BAFAWFféjié%r’ﬂ%ﬁiﬁg ﬁ%ﬁf%ﬁ
,L*u‘gavﬁﬂJxav%w.r%ég&% s E2Fagid
gﬁm»;%,”u&?; gﬁiﬁ,i‘m;oJ

3.4 According to Article 9 of “The Scope of Expedited Categories
for IRB Review” under Human Subjects Research Act,
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contracted research projects previously approved by another

legal IRB may go through the expedited review procedure for
IRB approval.

352012 # 07 * 05 p w2 4 {30 e ¥ %75 F % 1010265083 Lo o
22 TRPEFTH P L2 A WAL R E2FEF

3.5 “The Scope of Exemption Categories for IRB Review”
announced by Ministry of Health and Welfare on 5 July 2012,
pursuant to Wei-Shu-Yi-Zi No. 1010265083.

3.6 7 £3 F 109 & 01 7 15 p % E% - %3 5 10900003861 5.
Lign Tt TEpE

3.6 Medical Care Act, amended and promulgated as per the

Presidential Order Hua-Zong-Yi-Yi-Zi No. 10900003861 dated
15 January 2020.

4. L3 EA&
4. Definitions

4 [e]

None.
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5. Procedure
51 % %ﬁ*’g’ D AT BB
5.1 Flow Chart of Expedited Review
AL iy AR 2 it
Flow Chart Responsible Personnel Relevant Documents
ppt b MG AR S LLEY.

RIWFEF 2
Acceptance of
submission

Yes

| E_fE 8 ﬁ:? 2 F
nglblllty for Expedited
Review

l

#EFLHLN

Selection of Reviewers

Confirmation by IRB
board meeting

Records retention

ECY 3
Approval
op s 4 RN
Approval after Further review
revisions after revisions
y [ FEIF YR
Response by PI
v
FAREFP
Determination of
IRB Review
P T g
> Issuance of Certificate
of Approval - g i
Send to
Full Boarc
I Review

Staff Members

W PEA ﬁ
Staff Members

wE({ =zt fm)
(B)iz4
Executive Secretary
(as an IRB member)/
(Vice) Chair
H {7 %A:g;
Executive Secretary

#

Fati

Reviewers

z1 A
Pl/Executive
Secretary/(Vice) Chair

SN S COERCE
Executive Secretary/(Vice)
Chair
KPEL R
Staff Members

AyEL BRI R LR
Staff Members/ Attendees

KPEL R
Staff Members

FELE RS (R)L

Submitted Documents/Relevant Forms of
Expedited Review

frda-dm L E/A ﬁé%ﬂ
BREEE
Relevant Forms of Expedited Review/
Statement of Procedure for IRB Review

e s ]

1 ¢ %ﬁ_

# a5 AR &

Review Category Evaluation Form

% a4 A dEL

Reviewers Selection Form

PIMS i $ 453 A€ B R 20t 4
R T S RSN E SRS T
PTMS Expedited Review Checklist/Form of
Response to IRB Reviewers’ Comments

&’Eﬁlﬂi |WIH'%§3§ R g%?’ ,&ﬂ,ﬁ'ﬁéz\
Form of Response to IRB Reviewers’
Comments

A
Submitted Documents
,g,ggu;:r /FégﬁFLi 2F «g}.//\,\7
Certlflcate of Approval/Off|C|aI
Correspondence

Meeting Minutes
*ig —:%s/& &Wﬂ %%

Protocols for Expedited Review/Human
Research/Certificate of Approval/Official
Correspondence

TR
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5.2 Acceptance of Submissions

521ﬂ AT EREFLLR EATRAEL B iRt T AR
Fr%Rdatf §cdml | AumY g4 % -

5.2.1 Staff members should accept protocol submissions in
accordance with the announced “Submission Timeline of
Protocols for IRB Review.”

52.1.1 3% KA B X At T ik 85 4 ¢ A
( Protocol Tracking & Management System : = #j £
PTMS) #Es 8.3 ¥ sF%d *H A #5 A" s > e f7
B AMSE 2GR o

5.2.1.1 The staff member should confirm if the Pl has
submitted the protocol on PTMS (Protocol Tracking &
Management System) of TCVGH, and if the protocol
submission has entered the phase of administrative
review.

5212 %% FhEF e CFE AP ELEAEFL 2

1:}

1= o

5.2.1.2 The staff member should review the documents

submitted according to the “New Protocol Submission
Checklist.”

5 3 “:F % < I'— E\'—p.u
5.3 Confirmation of Submissions
531 k%4 B P FF M~ 23 pBA 4 1 PTMS ksl

TR AP e EFI R I EF Y B - S5
N> F3HFEIFAFTARLAL PEZELRF A - (5% R
FRAER  RyEC ff R R E A g F
SERFATT A E ML M O NI PREFFAERE
B

5.3.1 Staff members should check the completeness and
accuracy of all submitted documents. Upon finding any
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missing or mistaken item, the staff member sends a notice
to the Pl and returns all submitted documents to the Pl via
the PTMS. Any incomplete submission may only be
If the PI disagrees, the case shall be sent

returned once.
to an IRB member for determination.

Upon

completion of

the administrative review of a protocol submission, the
staff member shall create an electronic folder in the IRB
protocol management system with a new IRB number and
relevant information in order to follow up on the progress of

review.

5.32 FrcH ARl - HERACT Rfo o

TRy EMR 2

Tk o
F[/ \

B EE R G

5.3.2 Upon completion of the administrative review of a protocol
submission, the staff member shall assign the protocol with
an IRB number and set up a designated folder for all
relevant files of the protocol.

B 5 — A8 5 = 7B R I FNp
E%igijt 1st deit 2nd g?git drd&4th |5thio 7th g, diit
digits digits
%
Jj;r'f‘;na R FhAEA jif"’—**f"h MREL AWML KR
9 Type of| Review earofthe | ggpiq) LA R € S
of the protocol category new number |RB Numbers
digit protocol
submission
A E & |JIRB %2 E: i % o L E 001 = A - A8
Meaning |J: JIRB E: Expedited | Year 999 ERGELR K]
sofletter|S: 5 & (T |review 001 to 1R ¢
codes S: G: FE? 3 %t 999 A: The First
Collaboratio - RE IRB
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5.3.3 In accordance with Article 9 of “The Scope of Expedited
Categories for IRB Review” under Human Subjects
Research Act, research protocols may go through the
expedited review procedure for IRB approval if they have
been previously approved by c-IRB or the IRB of Taipei
Veterans General Hospital, Kaohsiung Veterans General
Hospital, or Tri-Service General Hospital, or by the IRB of
other partner institutions which have signed an MOU with
TCVGH.

534~ i3 >80k rPTMS%%'f‘{?' N ‘E:fT%E'F% °

5.3.4 After the staff member has confirmed that a protocol
submission is complete and accurate, then the review of
the protocol may be processed according to the
instructions in the PTMS handbook.

535 AT afah2 H WARE FE L £ F 2
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5.3.5 After the IRB Secretariat has received complete and
accurate protocol submission from the PI, and upon
completion of the administrative review of a protocol
submission, a “Statement of IRB Review Process” may be
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iIssued upon request by the research sponsor to prove that
the protocol is under review by TCVGH-IRB.
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5.3.6 All investigators (including the Principal Investigator,
Co-Investigator, and Sub-Investigator) should fill out and
sign a “Statement of Conflict of Interest” to prevent the
case in which a company-sponsored protocol lists the
actual Pl as Sub-I and lists a TCVGH-affiliated investigator
as the PI to avoid disclosing conflict of interest.

FEEEE IR

5.4 Determination on the Eligibility for Expedited Review
d AT REFALA €2 TG lﬁ%%ﬂ—%fr“ﬁf’&a?
PEMAIFAELRE ) (B AELAR AL FRERT A 2L
N UG L e
The IRB Executive Secretary should conduct a preliminary
review of the protocol according to relevant guidelines to
recommend to the (Vice) Chair whether the protocol is eligible
for expedited review. The (Vice) Chair will determine whether
the protocol is eligible for expedited review. If the Executive
Secretary also serves as an IRB member, then the Executive
Secretary can determine whether the protocol is eligible for
expedited review.
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5.5 Selection of Reviewers
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5.5.1 All protocols shall be reviewed by two reviewers--one with
a biomedical science background and the other a
non-biomedical science background. After the staff
member reports to the executive secretary with a protocol
submission, the executive secretary should assign
reviewers to review the protocol based on the nature of the

protocol and the reviewers’ backgrounds and expertise
(such as the legal background).

552HBF 48> P 6B (Fx o

5.5.2 The staff member should fill in the review due date, which
should be within 6 work days.

56%f%4
5.6 Review
56.1 kL A% 5%3%HLE -

5.6.1 The staff member should submit the protocol to the
assigned reviewers.

5.6.2% 42 A " PTMS {2 3 43234 E B FART L
BFAER o

5.6.2 The reviewers should review the protocol according to the
PTMS Review Checklist for Expedited Review.

563% & MF mTHm > NER o
5.6.3 Review comments should be given in writing.
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5.6.4 Reviewers should assess the risks and potential benefits
of the protocol (according to the risk/benefit assessment
guidelines in “IRB Risk and Benefit Assessment
Checklist”).

565% 4% § %ﬁﬂﬁﬁz;ﬁviﬁ ) USR-S R WG N = SR I e
BTG - F R NEF o
5.6.5 If the reviewers consider that the protocol presents more

than minimal risk to subjects, they may determine that the
protocol should be sent to the full board for review.

56.6 " LEEFLH YRR, L F > ik 2012 £ 07 7 05
P A AgfI3R e ¥ % F % 1010265083 553 o> 2 2. [ ¢ B~ 17
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5.6.6 The scope of waiving informed consent should comply with
“The Scope of Waiving Informed Consent for IRB Review”

announced by Ministry of Health and Welfare on 5 July
2012, pursuant to Wei-Shu-Yi-Zi No. 1010265083.

5673 aL F kA 2 et T49 X %&%H?M i
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5.6.7 The reviewers should check the frequency of continuing
review on “IRB Risk and Benefit Assessment Checklist for
Expedited Review” based on the level of risk posed by the
research. The regular frequency is once per year. |If the
reviewers consider that the protocol presents more risk
than usual, then the frequency of continuing review may be

once every six months, or once every three months, or
other (depending on the situation).

568% 5% E A7 - RpF

5.6.8 When the reviewers are not in agreement:
FHLEAAR 23 LA L3457 -RF> N RE- 23
hE e s - RF A TIEFGR T e - L AR
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If one of the reviewers determines that the protocol should
be sent to the full board for review, then the protocol should
be submitted for full board review. The PI may be invited
to present the protocol in the IRB board meeting.

569111«‘&% BlLlEd RARERINEEIFAFRAEY >
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5.6.9 During the review process, if the IRB Chair, Vice Chair, or T

Executive Secretary finds that the protocol does not meet
the requirements for expedited review (even if the
preliminary review has determined that the protocol is
eligible for expedited review), then the protocol may be
sent to the full board for review.

5610 ky¥* R aEF A% M3 mBEF AL A 0
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5.6.10 After the staff member has compiled the review
comments by reviewers, the Pl should be notified of the
comments without disclosing the identity of the reviewers.
The due date for the PI to respond to reviewers’
comments or to submit supplementary materials should
be within 7 calendar days. If the Pl does not respond
within 28 calendar days, the protocol will be withdrawn
from IRB consideration.

56.11c-IRB% v B2 A3 BLIFX L R
5.6.11 In the case of c-IRB protocol submission, the due date for

the PI to respond to comments should be within 3 work
days.

5612 %% 62% 5 i
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5.6.12 If the review decision is “further review after revisions,”
then the protocol should be submitted for further review
after the PI has responded to reviewers’ comments.
Further review should be limited to one time. If the
further review decision is still “further review after
revisions,” then the protocol should be sent to the full
board for discussion. The reviewer and the (Vice) Chair
should determine whether the PI should attend the board
meeting to give a presentation. In addition, the Pl should
pay the difference between expedited and full board
review according to the IRB Review Fee Schedule.

5613 %% a2 % 2 "B rsdap P B3I FiFA v BT AR
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5.6.13 If the review decision is “recommended for approval after
revisions,” after the Pl has responded to reviewers’
comments and the response to comments has been
reviewed and approved by the Executive Secretary and
the (Vice) Chair, a Certificate of Approval will be issued.
In the case that the Pl does not respond to the reviewers’
comments or revise the protocol according to the
reviewers’ comments, then the protocol should be
submitted to the IRB board meeting for discussion (and

the PI should pay the outstanding review fee according to
the IRB Review Fee Schedule).
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5.6.14 Reviewers should pay special attention to potential
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discrimination against any individual or group if the
research involves vulnerable subjects such as children,
prisoners, indigenous people, pregnant women, persons
with physical or mental disabilities, persons with cognitive
impairment, or other persons with limited
decision-making capacity (due to a lack of financial
resources, education, or due to terminal diseases or
emergency situations in which the subjects do not have
adequate time to think).

5.6.15 3 # % 4 RiLA T8

5.6.15 Additional Guidelines for Review
LRFaVEEP o fx TPIMSH 23 0%0 342 %
ALFARPEA  EBAF A2 - BEF RS
AR
Reviewers should review a protocol by checking each

item listed in the “PTMS Review Checklist for Expedited
Review” and following the additional guidelines:

56151 H3 i f HELAE (§) = wL@EP o Y
A A D i N HXFEy REDEL -
5.6.15.1 If the research design involves a control group or two
or more groups of trial subjects, special attention
shall be given to the protection of subjects and the
fairness of the trial.
5652%%%@§m%i$ﬁ%mg%%ﬁ%ﬁéﬁi@
EREP SR R R FEE IS RS
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5.6.15.2 The protocol shall specify in which conditions the
trial would be suspended or terminated, and how the
trial subjects’ rights and safety would be protected in
the case of trial suspension or termination.
5.6.15.3: ‘J"“"%LR&\“ (25T %E) BT 283
¥ A ig A :'v’vf AT AVREX AP o BILR
EFE g nFRELIEL 254 o T RILLTHF L2
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5.6.15.3 The protocol shall detail the risk assessment of the
clinical trial for the trial subjects (including
vulnerable subjects), and specify whether the risk
would be acceptable. Special attention shall be
given to whether the trial subjects’ rights and
benefits would be well protected. The procedure
for obtaining signed Informed Consent Forms shall
be reasonable and appropriate. Trial subjects with
limited capacity shall be well protected, and the
compensation for trial subjects participating in the
research shall be appropriate. When the research
Is concluded, the research members shall continue
to protect the privacy of trial subjects and keep all
classified information confidential.

5.6.15.4 i %1% EH T MERTER R T a4 2R
EAGL e A FRHTACHAEARBBRELE
EEEE 2 %k 3 o

5.6.15.4 According to Article 79 of “Medical Care Act,” “the
subjects of human research must be adults with
disposing capacity. The preceding provision
however does not apply to human research that is

apparently beneficial to the health of specific
population or patients with a special disease.”

56.155 X#FHF LI N F B EvEFit 7 RAE- LK
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5.6.15.5 The wording of the Informed Consent Form shall be
colloquial and understandable to a person with the
reading ability of an average middle school student.

a. The Informed Consent Form shall specify that the
clinical trial is not a necessary procedure in a
standard medical treatment. It shall also state that
the participation in the trial is completely voluntary
and up to the trial subjects to decide whether to
participate or not.

b. For research involving subjects between 7 and 12
of age, the Pl may be required to compose the
“Informed Consent Form and Instructions for
Children” and submit the form for IRB review. The
content of the form shall be understandable to a
person with the reading ability of an average
primary school student.

5.6.15.6 &3+ é&%ﬁiéﬁﬁéﬁéﬁﬁTéﬁ’@ﬁ@
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5.6.15.6 If the research is conducted in the emergency room
or in an emergency situation, the protocol shall
provide details to ensure that the procedure of

obtaining signed Informed Consent Forms is
appropriate.

56.15.7F 1 B %2 W2 N4 AL 2B > LA
AT RE M B E X R 2 R

5.6.15.7 The PI shall state in the protocol that the trial
subjects’ privacy will be protected and respected
when the research results are announced or
published, even though it is not the responsibility of
the IRB to regulate the publication of the results.
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5.7 The PI's Response to Reviewers’ Comments:
571 w2440
5.7.1 Notification of the Reviewers’ Comments
57&1%*#%&ﬁ&ﬁ&ﬁﬁﬁ%ﬁii(gmﬂﬁﬁ%ﬁ,
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5.7.1.1 The staff member should compile reviewers’
comments (including comments from expert
consultants) after the primary review has been
completed and notify the Pl of the comments. The
identity of the reviewers should not be disclosed to the
Pl. The PI should be informed of the due date of
responding to reviewers’ comments.

5712 FiFA AW pw hz 3% FHRIFtkx (I
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5.7.1.2 If the Pl does not respond before the due date, the
protocol will be withdrawn from IRB consideration (the
PI still needs to pay the review fee). The PI shall then
fill out and submit the “Protocol Withdrawal Application
Form”, or the protocol may be withdrawn by the staff
member and reported to the IRB board meeting. The
Pl may submit the protocol again as a new protocol for
future IRB review.

57241 2 3% 43
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5.7.2 Revisions of Protocol
The staff member should compile the revised protocol and
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supplementary materials (specifying version and date),
and submit them to the original reviewers, the Executive
Secretary, or the (Vice) Chair for further review to ensure
that the revisions are accurate and complete. The
reviewers who conduct this further review should provide
comments.
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5.7.3 The PI should apply for protocol withdrawal if they decide
not to proceed with the research project before the review
process is completed. Application for protocol withdrawal
should be reviewed and approved by the IRB Chair, Vice

Chair, and Executive Secretary, and it should be sent to
the IRB board meeting for recordation.
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5.8 Determination of IRB Review
Once a protocol is recommended for approval by reviewers,
the staff member should notify the PI of the decision and to
respond to reviewers’ comments if necessary. The protocol

should then be sent to the Executive Secretary and the (Vice)
Chair for confirmation.

S59P#F A MET A% LEF VT2
5.9 The Issuance of the Certificate of Approval
5913 F 5 fE ~(9) 1L A Pd@EPg T A ue
PN Tk A A
5.9.1 Once a protocol is confirmed by the Executive Secretary

and the (Vice) Chair for approval, the Certificate of
Approval should be issued.
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5.9.2 If the Vice Chair serves as a reviewer, the protocol
approval should be signed by the Chair, and vice versa.
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5.9.3 If a research member of a protocol is also an IRB member,
then the member should not be involved in any IRB
discussion or review related to the protocol, in accordance
with the conflict of interest policy. By request of the
member, the Secretariat should issue a statement to prove
that the member has not been involved in the review
process of the protocol, including attending related

meetings or voting.
510 2 =~ g RS
5.10 Confirmation by the IRB Board Meeting
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5.10.1 The protocol approval should be scheduled in the earliest

session of IRB board meeting for confirmation and
recordation.
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5.10.2
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5.10.2 After the protocol approval has been confirmed by the
IRB board meeting, the staff member should follow up on
administrative work related to the protocol.
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5.11 Records Retention
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6. Appendices
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“PTMS New Protocol Application Form”, “PTMS Review Checklist
PP
for Expedited Review’” and “Official Correspondence” are
generated in the online system and would not have the problem of
the wrong version being used; therefore, these three items are not
listed in the appendices.
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6.1 New Protocol Submission Checklist
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6.2 Expedited Review Checklist (A)
6.3TAF T * F & FT % (B)

6.3 Expedited Review Checklist (B)
64i%é&%§$ﬁ%i%

6.4 Waiver or Alteration of ICF

65 > REFGFTHEFTFEFY T

6.5 Protocol Submission Application of Research Using National
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