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#737 » Newly composed.

20140519

B 12

d ARBESR L R R ITEARS 54 R S LR A o
This version was converted from “Version 5.4 of the
Standard Operating Procedure of the Human Research
Committee.”

20141125

12

1. B e:x 5.1 7nA2R 2 4p Bt~ i+ o

1. The list of relevant documents was revised in item
5.1 Flow Chart.

BeeFv E pwas T AP IREERTEFTE

The title of the approval document was revised to

“Certificate of Approval.”

2.
2.

20150923

13

T AMREREIREE Lt T¥-12 AFTHK
saLf g

The original “Human Research Committee” was
renamed “The First/Second IRB Committees.”
$3:c542@ 1 ZX A EE AL A L HEFERP -
The procedure of selecting the Vice Chair to be a
reviewer was revised in item 5.4.2.

v FRE e

Typos were fixed.

RPT3A404%  %i T-8F3a5234E811
TR A 0 TR 6469

The original “Reviewers’ Comments Form” was
replaced by “IRB Full Board Review Checklist, and

2

-

NN

> PO®

Appendices 6.4-6.9 were revised.

20160318
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“expert consultant.”
P FAFAREEFFEP 57611bCo
. The explanation about the due date for the PI to
submit missing or supplementary documents was
revised in items 5.7.6.11.b and c.
7. ﬂljx,f},’va it 6.2 PTMS ki< i ~6.10 2% » #4cit

5
5. The term “independent expert” was replaced by
6
6

7. The original Appendix 6.2 “PTMS Documents” and
Appendix 6.10 “Official Correspondence” were
deleted, and explanation was added.

E [ 13 |1. B %F > 2 31T HE R 2ipk kBN %K~ 3720170709
3.3 A MWE%k g TS o

1. The version of reference 3.1 “Regulations for Good
Clinical Practice” was updated, and 3.3 “Regulations
on Human Trials” was added.

2. B S 1R "HEFLLA BT FRERT
=4 12 5.4.1 -

2. The flow chart in 5.1 was revised: The responsible
personnel for “Selection of Reviewers” was changed
into Executive Secretary. Item 5.4.1 was revised
accordingly.

3. #5211 -RFAATERA 2B RHEPPERA o

3. The number of copies of the required documents for
a protocol submission was revised in item 5.2.1.1:
The word “photocopies” was deleted.

4 mb542 (@) izt s AL +r > #1593

4. Item 5.4.2 regarding the signature approval of the
(Vice) Chair serving as a reviewer was moved to
item 5.9.3.
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Item 5.4.4 was revised: The original “7 calendar

days” was replaced by “6 calendar days” regarding

the review period.

2:x 5513 EF AP R LEH B LT

BEAR 2T -

Item 5.5.1 was revised regarding the explanation on

the disqualification of a reviewer and re-selection of

reviewers.

1222 5.5.6.4.b % g i P o

The phrase “to answer questions” was replaced by

“to provide an explanation” in item 5.5.6.4.b.

%:2 5575 F*© 2 c i W= 2 9T B f2efe R o

Item 5.5.7.5 was revised: The phrase “the reading

ability of a middle school student” was replaced by

“the reading ability of a ninth-grader.”

12:25.6.1.3 AW w H2 P F FARLHFZEP o

ltem 5.6.1.3 was revised regarding the explanation

about a protocol being withdrawn from IRB

consideration in the case of the Pl not responding to

reviewers’ comments before the due date.

10.12#x 5,624 F 2 2374 A HE 2 RE 2 I
Kél °

10.Item 5.6.2 was revised regarding the due date of the
submission of supplementary documents to the

Secretariat by the PI.
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11,1222 5.7.2 ¢ F7H KyeA A #-F AT 2345 ZH &
< i ,;}zk)\—r;’;ggpig‘;ﬁio

11.A new sentence was added in item 5.7.2: “The staff
member should place the PI's supplementary
documents on the agenda of the next scheduled IRB
board meeting.”

12.13:x 573 B ¢ T AEL A 2T o

12.The schedule of distributing meeting materials to
IRB members was revised in ltem 5.7.3.

13.12:c 5. 7.4 L F A g aF 20 5 IR~ WP o

13.Item 5.7.4 was revised: “The PI should give a report
in the IRB board meeting.” was replaced by “The PI
should attend the IRB board meeting to
present/clarify the protocol.”

14. i3 % 5.7.6.1:%]% TALA AT AFAELTIRA A
AHRNFHAA o

14.The following sentence was deleted in item 5.7.6.1:
“The reviewer should determine whether the PI
should attend the IRB boarding meeting to answer
guestions and give comments.”

1541457624 g AL AF2FEF AL -

15. A sentence was deleted in item 5.7.6.2: “The
original reviewer should give a report on the overall
review comments.”

16. 122 5.7.6.4 : # 7 Fyai 4w k< gmp o

16. A sentence was added in item 5.7.6.4: “The Pl may
be invited to present/clarify the protocol in the IRB
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board meeting.”

17.91% R 5.7.65% ¢ 4 | #4435 F a2k

17.A sentence was deleted in item 5.7.6.5: “The
attending members may ask questions and give
comments about the protocol.”

18.12:2 5.7.6.5 2 & - H WP o

18. A sentence was deleted in item 5.7.6.5: “The chair
of the IRB board meeting shall be responsible for
asking the PI questions on behalf of the IRB board.”

19.12:2 5.7.6.7 * %35 % *g AL S N

19. The version of “Regulations on Human Trials” was
updated in item 5.7.6.7.

20. B $%.5.76.11.a 2 b= T A gy [R5
WEE  FECRAMAELZET AR

20. The numbers of items 5.7.6.11 a & b were updated
regarding the responsible personnel for signing on
the Certificate of Approval.

21.12:x 592 "3 v & | ig4op st i 4%40p o

21. The wording of the “validity period” of the Certificate
of Approval was modified in item 5.9.2.

22. 3 i 6.1-6.3% 6.12 -

22. Appendices 6.1, 6.3, and 6.12 were replaced.
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1071661626 %.
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J3a541F
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p} \iﬁgﬁ,

(‘%1\?/2‘ fj: 'g

. Item 5.4.1 was rewsed “T
should conduct a preliminary review to determine if
the protocol should be sent to the full board for
review. The Executive Secretary should then
assign reviewers to review the protocol based on
the expertise of the reviewers (such as the Iegal
back round and the content of the protocol

°f<ﬁ£ﬁuwr4%$113

ZAN0 B M)

l:l‘?ﬁ?.—-,ﬂf"
Ll—

1010265129 %{» » 2012 - (féffi
. Reference 3.2 was replaced by “Regulations for
Organization and Operation of IRB Committees.
Promulgated by Ministry of Health and Welfare in
2012, pursuant to Wei-Shu-Yi-Zi No. 1010265129
(artlcles 2, 3, 6, 7amended in 2018 pursuant to
Wei-Bu-Yi-Zi No. 1071661626).”
. &£ 352134531 pF o
. Combined item 5.2.1.3 and item 5.
= &WP,L

6~

&Z?VAwpzaﬂﬁﬁ
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4. Th phrase “(for reviewers onIy)” Was deleted in
item 5.4.5.

5.3 4 5.7.6.6 >t + g i iﬁ)@-*ff“%kzgi*
T2 R T A ﬂ"* T %@;Lﬂi AN
EP”’E@%ﬁ%mﬁﬁiﬁﬁ = PR
FUTEFLAIE {@rsj &J G Ry EALY T
nbﬁ-‘fﬁl LFgd $HAWEF6 -
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F 28 | 5. The following sentence was added in item 5.7.6.6: “During the full| 20190527
board review in an IRB board meeting, members should
thoroughly discuss the protection of vulnerable subjects and
provide appropriate suggestions regarding protocols involving
vulnerable subjects.” Regarding invasive research, the
members should discuss issues related to how to reduce risks
posed to the subjects, whether the benefits presented to the
subjects are more than the minimal risks in research, and
whether the benefits incurred by the research are appropriate.

6. 12 :x/k 5.7.6.6 ~5.7.6.10 z_ &% -

6. Item numbers were revised from 5.7.6.6 t0 5.7.6.10.

7.13:x 57692 F &3\

7. The voting method in item 5. 7 6.9 was revised.

8.12:25.7.6.11 ¥ a®:" ¢:RMKE %L THE

N TR e
ﬁ%%%?EL%AW%%E%% PRAFATR
2l RyEA B (B) A EE R/AFRET T

o RFEAR AV UE 2 TARE Y R H37F7

ERRE S G DIERCE - 2 - @ DIERCE
AAp &b e

i

8. Item 5.7.6.11 a. was revised: “If the voting result of the
board meeting on a protocol is ‘approval’ with further
comments, then the staff member should notify the PI of
the comments from the board meeting and request the PI
to respond to the comments. After the PI's response to
comments has been received and approved by the (Vice)
Chair/Executive Secretary, then the staff member may
issue the Certificate of Approval with the stamp or
signature of the (Vice) Chair.”
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9. B:x 57611 % baNir~> o5 T F 1 HhiE3R

A RARLE {2

9. A sentence was revised in item 5.7.6.11 b.: “The PI should
submit their response to comments and provide
supplementary or revised documents if needed.”

10. r—]f‘?;|RBﬂ ‘\lL‘ﬂ:%lF;‘: T e I'é. 3 ”“ffJ i %o

10. Process related to hardcoples was rewsed to comply with
the new IRB policy of paperless submission.

11. 3 &4+ 6.1 ~6.3~6.8~6.10 -

11. Appendices 6.1, 6.3 - 6.8, and 6.10 were replaced.

20190527

28

1.3 5t 6.1 -
1. Appendix 6.1 was replaced.

20191018

28

1. Bexg% ~ 2315 " #50§

109 # 08 * 28 p w2 4G {10704

%tu" '}.L_ °

Updated reference 3.1 into ““Regulations for Good Clinical

Practice” amended on August 28 2020, pursuant to

Ministry of Health and Welfare Bu-Shou-Shi-Zi No.

1091407788.”

- ‘%“;&?F?ﬂi—/' AMET RS AL R ¢

- B Fh% d:ei,ﬁ'iéwl.z,iiﬁﬁ% % Bty
"PTMS - 23 %23 4 ¢ 4%,&%?%61‘ %

The original “IRB Review Checklist for Full Board Rewew”

was replaced by “PTMS Review Checklist for Full Board

Review.”

%% AAHRPP R

rE o

. Item 5.7.6.11 was added according to the
recommendations of AAHRPP (Association for the
Accreditation of Human Research Protection
Program) reviewers.

LRk S TR
4% ¥ 1091407788

a

M aerE & ﬁ 2 1% ;i ’

#TH 5.7.6.11 7@

20210528
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a o k>

%tz 5.7.6.11 5. 5 5.7.6.12 -

Changed the original item number 5.7.6.11 to
5.7.6.12.

i2:5.7.6.12b %2 57.6.12.c2. - FifFA v FH L
28 BPpIER o XPEY GRS AP Y F o
Revised the PI's reply period to 28 calendar days in
item 5.7.6.12.b and item 5.7.6.12.c, and deleted the
description of the extension.

FHetit 6.1~6.9+6.11-6.12 -

Appendices 6.1 - 6.9, 6.11 and 6.12 were replaced.

20210528

P Poo

2:x544% 58V RO BP ERits: 6BLIFI o
Revised item 5.4.4 Review time limit: Replaced “six
calendar days” with “six work days.”

20211209

SR AR
Blank. Continued on next page.
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RS- AMEATREEALEE ) B A
FihRE ALl 4
. The original “The Flrst/Second IRB Committees”
was renamed “The IRB Committees.”

AEMBHM A CH I F AT HREELLR
. IRB number was added the term ofC The Third RB
Committee.
: MK,@SA.S o
. Item 5.4.5 was deleted.
. 13:256.2: R5BRp AFXEE5BIIEX -
. Revised item 5.6.2: Replaced “5 calendar days” with
“5 work days.”
L322 B573 RABP BR3P IEX
. Revised item 5.6.2: Replaced “4 calendar days” with
“3 work days.”
L3581 k14 X 142 ivx o

Revised item 5.8.1: Replaced “14 days” with “14
work days.”
L 6.1-6.3~6.12¢

20230717

NN 00 0101 ARWW NN B

. Appendices 6.1, 6.3 - 6.12 were replaced.
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*Changing, marking, or copying controlled documents without permission is
prohibited.
& The latest version of this document in the Knowledge Management System (KMS)

takes precedence.
approved and stamped by the SOP Administrative Center.

Distribution of hard copies of this document must be
Copying without

permission is strictly prohibited.
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Processing Unit Review Comments Head of Processing Unit

AR EF T Ko
There is no need for review by other departments or
divisions.

Xt ¢ ARG AR LGP E REPFFLIRET I LR -
% 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 discuss with the unit that made the SOP.
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Version
1.p 5
LR — 4R ’*%“ng;é}*g 2 Y G Fgﬁi*ﬁq%@’ﬂﬁfﬁ—ﬁsﬁ
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1. Purpose
The purpose of this SOP is to provide specific guidelines for full
board review in order to ensure that (1) the review procedure
follows relevant laws and regulations, and (2) the professional
quality of IRB review is maintained. 23.08.10

2.:F * # [F]
CRERAEAE R LEREHTITEREFALAFARAL
MM 352387058 AEh 3 o

2. Scope
This SOP applies to the management of the review of protocols not
eligible for expedited or exempt review.

3.%F = i

3. References
B1THF SR afph#sk T #0109 & 08 * 28 p 2 45113830
a3 % 1091407788 54 i 1t
3.1 “Regulations for Good Clinical Practice” amended on August

28 2020, pursuant to Ministry of Health and Welfare
Bu-Shou-Shi-Zi No. 1091407788.

32r’{’§ﬁlﬁilmw%§.iﬁg fak/%ﬂﬁ/fJ°f’ffiCmeE“,_%‘5
{176 F 3 5 1010265129 524 + 2012 - (#2 46130 it
F % 1071661626 5.4 ¥+ % 2~3 -6~ 7 ifix < » 2018)

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

3.3 T A4Sk yr2 105 & 4 7 14 p g F F 5
1051662154 5.4 i

3.3 Regulations on Human Trials (Ministry of Health and Welfare,

amended on 14 April 2015, pursuant to Wei-Bu-Yi-Zi No.
1051662154)

2 2 X
PP AR

e

4,
4. Definitions

o

E:0y

None.
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5.1 Flow Chart of Full Board Review
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Board Review
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Reviewers
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Reviewers/
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AyEA BRI ERT
(@) L4 R
Staff Members/Executive
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AyEA R
Staff Members

MR hEFe

Tk ok % )
Full Board Review Protocols/PTMS
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New Protocol Submission Checklist/
Statement of Procedure for
IRB Review
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Submission Documents/
Reviewers Selection Form

PTMS - 23 4%t 3 481§ 5%
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5.2 Acceptance of Submissions
521 d A%Wﬁi GRFELLR §FATRAIEL R Rt T AR
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5.2.1 Staff members should accept protocol submissions in
accordance with the announced “Submission Timeline of
Protocols for IRB Review.” (Exception: Protocols submitted
for c-IRB led by TCVGH may not follow the

above-mentioned timeline. They should be submitted to
the earliest session of IRB board meeting for review.)

521137 KA B T Afaeh TRk R R % 8 % 5
( Protocol Tracking & Management System : = #§ £
PTMS) et & F ¥ jrkd 3FZ A A" 0" 2 » (7
FLEF ALK 2 kR o
5.2.1.1The staff member should confirm if the Pl has
submitted the protocol on the PTMS (Protocol
Tracking & Management System) of TCVGH, and if

the protocol submission has entered the phase of
administrative review.

5212 %4723 432 BFH RN HIHAEF2 2
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5.2.1.2 The staff member should review the documents,
according to the “New Protocol Submission Checklist.”

531;%'\? I’ E—Fr\.&

5.3 Confirmation of Submissions

531 k¥4 B PHEEF IR 2 ﬁﬁn V45 3E o 1L PTMS % suid
—Z‘C’;J‘i;_&!’?”kiﬂ'}"w‘rﬁﬁ‘é“?li’ﬁﬁ"%%“?ﬁ-’]]":’(é
U FFRIFAFAIRLA REEL R G A TR
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5.3.1 Staff members should check the completeness and
accuracy of all submitted documents. Upon finding any
missing or mistaken item, the staff member sends a notice
via the PTMS to the PI and returns all submitted
documents to the PI. Any incomplete submission may
only be returned once. If the PI disagrees, the case shall
be sent 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.

532 Frcg hmmints > ERBAT RE LA TE R A E B
Ex bR EMEE TR

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.

o 5 o PR R I I 5 A
4E)%igijt 1st deit 2nd g?git drd&4th  |Sthto7th g diit
digits digits
S L
i» oLk A BB T 7 (A Id
RERE | RERF FhAen Year of the | o !T%i wr L Ll
meaning | Type of protocol |Review category [new Serial A R
number IRB Numbers
protocol
submission
g R & |JJRB &t F:- % oo 00132999 |A:%- A 8735
Meaning |J: JIRB F: Full Board Year 001 to 999 mEHLA ¢
of the St 3 ETERF Review A: The First IRB
digit S: Collaboration |G : f§ % #:ci - Committee
with a i B:%- A #4714
company G: Category 2ELLE ¢
CimppFEyg Change from B: The Second IRB
C: Research Expedited to Committee
within Full Board
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5.3.3 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.

534z a2z i  WAREFFRECL L B2
TAMRBRHRT T EABAETLED o HP AZY s
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5.3.4 After the IRB Secretariat has received complete and
accurate protocol submission from the PI, a “Statement of
IRB Review Process” may be issued upon request by the
research sponsor to prove that the protocol is under review
by TCVGH-IRB.

544#FEFHLE
5.4 Selection of Reviewers
541d * 87 62% 5L R
R Tikypk it
RE 4o

5.4.1 The Executive Secretary should conduct a preliminary
review to determine if the protocol should be sent to the full
board for review. The Executive Secretary should then
assign reviewers to review the protocol based on the
expertise of the reviewers (such as the legal background)
and the content of the protocol.

y .ﬂ?v
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5.4.2 New protocols under full board review should be reviewed
by two reviewers--one with a biomedical science
background and the other a non-biomedical science
background. If the protocol involves any new clinical
drug/new medical device/new medical technology, an
expert consultant with a relevant background may be
invited to review the protocol.

543 4y R TPTMS - 43 4% 232 4 €810 %1
%\' 1°

5.4.3 The staff member should prepare the PTMS Review
Checklist for Full Board Review.

5445 8% 4P 5P 6B ITX o

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

554 F % 4

5.5 Review
5514 % i > %ﬁiﬁﬁfﬁ”ﬁﬂi@??&~%£2 BRHE R
EF AR PRI FEITLRPELCR d RHEFREE

BEBERFEDFALALA -

5.5.1 After a protocol is assigned to a reviewer, if the reviewer
considers that there is potential conflict of interest or any
conditions that make it inappropriate for the reviewer to
conduct the review, including a mismatch between the
reviewer's expertise and the content of the protocol, the
reviewer may return the protocol to the staff member.

The Executive Secretary should then assign the protocol to
another more suitable reviewer.
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5.5.2 The reviewer should complete the review within the due
date and submit comments to the staff member.

553% AL A b ARG FLERTREF AT H T ML
FHEBERA o

5.5.3The name of the reviewer should be kept confidential.

Any potential interference or pressure related to the review
of the protocol should be prevented.

554% 8 LA AU aTh RENBFRGTER 48T
23 AR q@i%@(ﬁwﬁﬁaéﬁmﬂoiﬁéﬁﬁi
Eﬁ%ﬂl%ﬁ@JO

5.5.4 The reviewer should conduct the review fairly and
objectively. If the reviewer encounters any interference of
pressure, he/she should report the incident to the (Vice)

Chair. The IRB has the responsibility to eliminate the
interference or pressure.

555 éiﬁll%ﬂ,&iz\timﬁﬁﬁiﬁ,o

5.5.5 The reviewers should proceed with the review in
accordance with the items on the “Form of IRB Reviewers’
Comments.”

5567'-\»"-&51&;1“}2 Fi
5.5.6 Reviewers’ Comments and Suggestions:
55613 A AEHAE F LA RZFFAIL LA 2 LR
-HBFEER -
5.5.6.1 The reviewer’s comments should be detailed and
thorough. The reviewer should fill in the comments

according to each item on the Form of IRB Review
Comments.

5.56.2% &4 i #F BAMKILT RF EESLL > Lk

[




SAK 4
(o}

Taichung Veterans General Hospital
o 2 o ~ 7 1 o/28
% % %0 RB-A £-1 22010 | - FhAEREAERED Page
Document Number |IRB-Regulations of Operation-2010 ‘T%L SOP for Full Board Review B =X .
Title Version %

WA R - RLEEALL

5.5.6.2 The reviewer should provide appropriate comments or
suggestions on each relevant issue and should avoid
Inconsistencies in the comments or suggestions.

5563 %FFAEN FimRFLINH L -

5.5.6.3 The understandability of the content of the ICF should
be evaluated.

55.6.4% 8 %% ¢
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5.5.6.4 Review Determination:

A. The reviewer should check either “Recommended for
approval” or “Revisions required” in the review
determination check box.

B. Regarding protocols for full board review, the reviewer
should determine whether the Pl should attend the IRB
board meeting to present the protocol. The Pl may
be required to attend the board meeting if the protocol
presents higher risk (such as phase |, phase I, etc.) or
if the reviewer or the (Vice) Chair considers it
necessary. The Pl may also request to attend the
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board meeting to present or clarify the protocol.

C. The continuing review frequency should be
determined: Once a year, once every six months, or
once every three months. (In accordance with Article
9 of Regulations on Human Trials, an IRB must review
previously approved research at least once a year.)
Therefore, it is recommended that, except for higher
risk clinical trials such as Phase | or Phase II, the
continuing review frequency should be once a year.)

55 7HE 2 A RIRER
iﬁ%ﬁdé%ﬁ,%&ﬁﬁﬁiiﬂﬁ%ﬁi“’$~£
PR pFNAR
5.5.7 Other Guidelines for Review
When the reviewer reviews a protocol, in addition to
following each item on the IRB Review Checklist, he/she
shall pay special attention to the following aspects:
5571”‘1“ T OHRE &ﬁ(;)"“xéﬁ‘ﬁ%’z@%ﬁ
-n }’Ik}_’;‘l/.—.&ﬁgﬁ'éﬂ'/‘fﬁ}“ﬂ mgmf/j"‘;%"
5.5.7.1 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.

55723 FF BIP a2 wiER R g ik LY A R

g &
N SR AT RN T RS TS RS S S LU |
"‘\40

5.5.7.2 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.

5.5.7.3 %3+ 4 2 iéﬂ(g¥x%3%ﬁ>@¢w~$ﬁ$$
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5.5.7.3 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.

5.5.74 Ili?g}é‘/z‘ 79 iEH T };Q,,F;Eé; u’ﬁifg_;;;i,;u
N T e,
%%L\P‘é:%}’]&wgq°

5.5.7.4 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.”

5575)&‘1-{5"&“’:’,& REREECF O BARE- LR
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5.5.7.5 The wording of the Informed Consent Form (ICF) shall
be colloquial and shall be understandable to a person
with the reading level of an average ninth grader.

a. The ICF 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.

5576 %3 F 5 &Pz ik i‘ﬁ‘/""r"'ﬁiﬁ v i
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5.5.7.6 If the research is conducted in the emergency room or
iIn an emergency situation, the protocol shall provide
details to ensure that the procedure of obtaining
signed ICF is appropriate.

SEITELHMLBLLGEL AL G n i
@%&éédmwgﬁév%gﬁ?giw

5.5.7.7 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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5.5.8 An expert consultant may be invited to provide comments if
needed in compliance with the SOP.
559 T ArWF T HEF L, 24 F > ik 2012 & 07 * 05
P2 A5 TI3R e ?55 F % 1010265083 HL o o> £ 2. TF 4
AR H AR AT SRR T
5.5.9 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.

55.10 % &4 i Bjer 3 % b G o 115 0= -

5.5.10 The reviewer should assess the risks and potential
benefits of the research.

56 +FiFAvH

5.6 The PI's Response to Reviewers’ Comments:
56.1#rg 53 8
5.6.1 Naotification of the Reviewers’ Comments

5.6.11 %34 245 KA B AKET AL L(F Rt EEE 7
BR) EFFAFA S FEIFALR L W
TAFANRIYPIPNTHETALL ©

5.6.1.1 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 PI. The PI should be
informed of the due date of responding to reviewers’
comments.

5612 KA AR F AL A2 B A5 27 LFAE TR
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5.6.1.2 The staff member should inform the Pl whether the PI
IS requested to attend the IRB board meeting
according to the reviewer’s determination.

5613 A UWppr R i FANFARML
d o FARL 5 Hrk (lﬁﬁﬁﬁii’%ﬁ ‘)oi;}é}/k gﬁﬁ’% —;%s
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5.6.1.3 If the Pl does not respond to reviewers’ comments
before the due date and if he/she does not provide an
explanation in writing, then the protocol should be
withdrawn from IRB consideration (and 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.
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5.6.2 Revisions of Protocol

The staff member should compile revised documents of a
protocol (specifying the version and the date) and place
the revised protocol on the agenda for the next
scheduled IRB board meeting for secondary review (all
revisions should be submitted to the Secretariat at least
5 work days before the board meeting).

5.6.3 $§1§_§|1 aIJ ) L% 4»3‘;-/( j_ 7,;&#‘ f”pxp‘l‘% EE#’%
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5.6.3 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.

[l X
5.7 IRB Board Meeting
571 liiﬁ &,‘ l liiﬁ \*{11%.&4"1‘:\_" é’iﬁg ’l Li-E‘
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5.7.1 The Chair, Vice Chair, Executive Secretary, and reviewers
are responsible for determining that a protocol should go
through the full board review (and not eligible for expedited
review).

57.2 5784 i BFABG RNR L E S #s B F A
f.L%‘t*’(?p’%\'W"%%ﬁ &il)riéi‘aét'\‘? i® o BENT X gﬁ}g
2 FRAR ©

5.7.2 The staff member is responsible for following up on the
progress of the review of a protocol. After compiling
submitted revisions or supplementary documents from the
PI1 for a protocol previously reviewed, the staff member
should place the protocol on the agenda for the next
scheduled IRB board meeting for further review.

ST3RFIXEIFARLAMTA - B 2 FHS B ™
ARBELLR  NREFLEASPBEREEFLFR

5.7.3 All relevant documents regarding protocols submitted to
the full board for review should be sent to the IRB
members at least 3 work days before the board meeting for
the members to have adequate time to review the
documents.

BTALFAEHR A EHRMPAH P P 126 TR L E% 2%
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5.7.4 The Pl may attend the board meeting to present the
protocol and clarify the research purpose, analysis of data,
or trial methodology, and to respond to questions by the
IRB members.
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5.7.5 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 lack of financial
resources, lack of education, emergency situations in
which the subjects do not have adequate time to think, or
terminal iliness), relevant personnel (such as staff of the
patients association or patient advocates) may be invited
to attend the board meeting as advocates of trial subjects
to review the protocol or give suggestions. The advocate
should sign the statement of confidentiality and conflict of
interest and follow relevant regulations. The advocates
are non-voting attendees who have the right to speak in
the IRB board meeting.

5.7.6 % f 313
5.7.6 Discussion by Reviewers
57613 4L R R g FLZFAY GER2F4HLL -
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5.7.6.1 The primary reviewer of a protocol should give a report
on the protocol and the review comments in the board
meeting.

5762%R3 A4 R Tl A @ HERE/plaEdf
/il.{iﬁ% 'L‘ﬂ*gﬁp

5.7.6.2 If the primary reviewer is unable to attend the meeting,
the IRB Executive Secretary, Vice Chair or Chair may
give a report on behalf of the reviewer.

5763 % AMAELM R AL efRLiz? 2242
P\é»‘}‘&?ﬁlbi FALAZHLEREFF AL
ZOoOPFRFVIARVEAG BRI FHRLE S IF
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5.7.6.3 When the review process begins, the primary reviewer
should give a brief summary of the protocol and
reviewers’ comments. The report on the reviewers’
comments should follow the format of the review form,
which includes items such as protocol design and
implementation, recruitment of potential subjects,
subjects protection, informed consent of subjects,
privacy and confidentiality, data safety monitoring plan,
overall comments and suggestions, and review
determination.

5764 h% 5L B4R 2150 913 B gL RiG F iz d
*ﬁﬁﬁ*“i*é%’“gﬁﬂﬁ%;%O?@%é
FRAIFLEAGTNA LA i F LR Tl
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5.7.6.4 After the reviewer’s report, all members in attendance
have the responsibilities to actively make comments or
suggestions, and ask questions about the protocol.

Even if the primary reviewer has not requested the PI
to attend the board meeting, the PI may still be invited

[
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to present/clarify the protocol in a board meeting if
considered necessary by the full board.

5765 ML AT HIFEALL AT APM AR BB
ERENY: IR g L

5.7.6.5 All members may give comments on a protocol in the
board meeting. However, if research personnel are

present, the Chair should ask questions on behalf of
the members.

5766 % ¢% 4% » L AR I LT RHE L REEFA
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5.7.6.6 During the full board review in an IRB board meeting,
members should thoroughly discuss the protection of
vulnerable subjects and provide appropriate
suggestions regarding protocols involving vulnerable
subjects. Regarding invasive research, the members
should discuss issues related to how to reduce risks
posed to the subjects, whether the benefits presented
to the subjects are more than in research involving

minimal risks, and whether the benefits incurred by the
research are appropriate.
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5.7.6.7 Attending members should vote on a protocol in
compliance with Article 8 of the Regulations on Human
Trials (promulgated by the Ministry of Health and
Welfare on 14 December 2009, pursuant to
Wei-Shu-Yi-Zi No. 0980263557) and other regulations
regarding IRB management and procedures. A
review board member shall immediately recuse
himself/herself in any of the following circumstances:

. serving as the principal investigator, co-investigator, or
sponsor of the trial;

. being, currently or in the past, the spouse, blood
relative of four degrees or closer, or relative by

marriage of three degrees or closer of the principal
investigator;

. being in an employment relationship with the sponsor
of the trial;

. having the potential of being biased in any way due to
substantial evidence,;

. being in other situations where the recusal of the
review board member is deemed necessary by the
Review Board.
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5.7.6.8 Voting shall take place only after all personnel with
conflicts of interest have left the meeting room.
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5.7.6.9 Before voting on the approval of the study application,
the number of voting members present should be
counted and it has to reached the quorum. Voting
outcome is based on the principle of "Majority rule". If
there is a major discrepancy in the voting result, the
Chair may ask the attending members to vote again.
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5.7.6.10The resolution on a protocol shall not be made without
discussion. Before voting, the Chair should ask
“members without biomedical science backgrounds”
and “non-TCVGHe-affiliated members” whether they
have other comments. Opinions from individual
members should not be included in the minutes
unless they have been discussed in the board

meeting.
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5.7.6.11 After discussed in IRB board meeting, if the protocol
Is required to be clarified or made substantive
change(s) (for example, it is requested clarifications
about procedures and inclusion criteria or additional
information that could affect the degree of risk to
participants), the voting result should be “further
review by the convened IRB after revisions.
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5.7.6.12 The record of the voting results shall include number
of votes for “approval,” “approval after revisions,”

“further review after revisions,” “disapproval,” and
“abstention.”

o

a. If the voting result of the board meeting on a protocol
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is “approval” with further comments, then the staff
member should notify the PI of the comments from the
board meeting and request the PI to respond to the
comments. After the PI's response to comments has
been received and approved by the (Vice)
Chair/Executive Secretary, then the staff member may
issue the Certificate of Approval with the stamp or
signature of the (Vice) Chair.

b. If the voting result is “approval after revisions,” the PI
should submit supplementary documents (or respond
to reviewers’ comments) within 7 calendar days. |If
the Pl does not respond within 28 calendar days, the
protocol should be withdrawn from IRB consideration.
The PI should submit the Form of Response to
Reviewers’ Comments and revised documents (if the
Pl intends to add new documents to the protocol,
he/she should apply for Protocol Amendment after
receiving the Certificate of Approval). After the staff
member has received the submission, the staff
member should send the PI's response and revisions
to the (Vice) Chair/Executive Secretary for approval.
Once the response and revisions are approved, the
staff member may issue a Certificate of Approval with
the signature or stamp of the (Vice) Chair to the PI.

c. If the voting result is “further review after revisions,”
the PI should respond to the reviewers’ comments
before the due date (the PI should try to respond
within 7 days and no later than 28 calendar days. If
the PI does not respond within 28 calendar days, the
protocol should be withdrawn from IRB consideration.
The staff member should compile the PI's response
and relevant documents and place the protocol on the
agenda of the next scheduled IRB board meeting for
discussion. The PI should be invited to present and
clarify the protocol. Other requirements may be
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requested according to resolutions by the IRB board
meeting.

d. If the voting result is “disapproval,” specific reasons
for disapproval should be recorded in the minutes.
The staff member should notify the PI of the resolution.
The Pl may not proceed with the research, but the PI
may submit the protocol as a new protocol for future
review after revision. If the PI intends to appeal
against the IRB resolution of disapproving the
protocol, the appeal should be filed within 7 work days
(relevant revised documents should be included).
After the filing for an appeal is approved by the
Executive Secretary/(Vice) Chair, the case should be
placed on the agenda for the next scheduled IRB
board meeting for discussion. The Pl may not file
more than one appeal on a protocol.

5.8 Review Comments
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5.8.1 The staff member should notify the PI via the PTMS of the

resolution of the IRB board meeting and the review
comments within 14 work days after the board meeting.
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5.8.2 The (Vice) Chair/Executive Secretary may invite the

original primary reviewer to conduct further review of the
Pl's response and give comments.
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5.9 Issuance of the Certificate of Approval
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5.9.1 The validity period of the Certificate of Approval should be
determined in accordance with the continuing frequency
(once a year, once every six months, once every three
months, or other) decided™ by the IRB board meeting.
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5.9.2 The start date of the validity period of the Certificate of

Approval should be the date on which the staff member
iIssues the certificate.
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5.9.3 If the Vice Chair serves as a reviewer, the protocol
approval should be signed by the Chair, and vice versa.
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5.9.4 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.

5&5%@?%25?*‘*éﬁ%iéﬁ’ﬁ*ﬁﬂ??%@’
FFEBT E Bz & o

5.9.5 If the PI intends to submit supplementary documents not
required by the primary reviewer or by the IRB full board
further review, then the Pl should apply for Protocol
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Amendment after receiving the Certificate of Approval.

5.10 & &% 3
5.10 Records Retention
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should keep all records -carefully
following the guidelines below.

Relevant personnel
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Document Name of Document Retention Retention Period
Number Location \%W
%(T%v%ﬁii?’%@?iifﬁ_ IRB #% % O SR ‘
1 New Protocol Submission " At least 3 years after the
. IRB Archive i
Checkilist trial is closed
$rk Y -2 kEh il g cx 3 f
PTMS #7% o IRB % % R 3E
2 PTMS New Protocol Application , At least 3 years after the
IRB Archive i
Form trial is closed
SREL gt F
3 b LR EE L 'RB 4 = At | Fé'i%pq\] ?)ftﬁc th
Reviewers Selection Form IRB Archive east s years after the
trial is closed
4%ﬁ£ﬂ¢ nmi"’%ﬁi He- 4%
LI N WAN ST S L IRB 3, % 3 RHEELIS 3 A
4 IRB Risk and Benefit IRB Archive At least 3 years after the
Assessment Checklist for Full trial is closed
Board Review
/\gﬁlgﬂwlm/_%ﬁi gl\g
TlRER IR L X0 T EHE IRB # % % WRER{E 3
5 ¢4 "~ | Atleast 3 years after the
i) . IRB Archive LS
IRB Vulnerable Subjects trial is closed
Application Form for Research
R P sl S A | R hEA L 4 sk o
i%‘}],—‘f‘ ‘Ej—%\ IRB%%}E fzé‘l%anlﬁé\]9 3‘&
6 o . : At least 3 years after the
Application for Waiver of IRB Archive )
trial is closed
Informed Consent
ARy AR AL i e L 3 sk o
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7 , At least 3 years after the
Form of Response to IRB IRB Archive L
. - trial is closed
Reviewers’ Comments
o YT S B
g |FEd Btk s | ST erh
Protocol Review Routing Form | IRB Archive east 5 years afterine
trial is closed
Rk g IRB % 3 WEERE 3E
9 Checklist and Application Form IRB Arc/hive At least 3 years after the
of Protocol Withdrawal trial is closed
10 AR %R RV R IRB # % % B G
Certificate of Approval IRB Archive | At least 3 years after the
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6. Appendices
“PTMS New Protocol Application Form”, “PTMS Review
Checklist for Full Board 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 Reviewers Selection Form
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6.3 IRB Risk and Benefit Assessment Checklist for Full Board
Review
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6.4 IRB Vulnerable Subjects Application Form for Research
Involving Pregnant Women or Fetuses
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6.5 IRB Vulnerable Subjects Application Form for Research
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Involving Children
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6.6 IRB Vulnerable Subjects Application Form for Research
Involving Neonates of Uncertain Viability
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6.7 IRB Vulnerable Subjects Application Form for Research
Involving Prisoners
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6.8 IRB Vulnerable Subjects Application Form for Research
Involving Nonviable Neonates
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6.9 Form of Response to IRB Reviewers’ Comments
6.10 % 22 4

6.10 Protocol Review Routing Form
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6.11 Protocol Withdrawal Application Form

6.12 * WF T 2%k F 77 3

6.12 Certificate of Approval
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