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The name of the document was revised. This
version was converted from “Version 5.4 of the
Standard Operating Procedure of the Human Research
Committee.”
Cl10|1lhr " 8wt B¢, L5 "%- /-~ 87 iK2[20160318

#hEf¢g e _
1.The original “Human Research Committee” was
renamed “The First/Second IRB Committees”
2.12:2 5471 L ERTFMHERE FFILS N o
2.Amended item 5.4.7.1: Added guidelines for the
management and retention of electronic files of IRB
meetings.
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D | 10

1.
1.

B:x 422 By Rl : THEFT S o
Amended item 4.2.2: Replaced “Extension of
Research Period” with “Certificate of Approval.”

. 13:x 424 FTH & FF AR HRAEHE LR

-4

=
Amended item 4.2.4: Added the requirement for the
PI to submit continuing review reports.

150 5.2.2 € kI 2 I N :M'f,ﬁ% Tk e P oo
Amended guidelines for reserving the venue for
IRB meetings in Item 5.2.2: Deleted “Clinical Skills
Center.”

3:x5422F ¢ T AEL |2 FR o

Amended Item 5.6.4: Deleted “Submit a photocopy
to superiors.”
3:2546.13 31 #F A v B- 425522281 AFF
Amended the time limit for the PI to respond to full
board review comments in item 5.4.6.1.
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6. Amended item 5.4.7.2 Types of Suspensions of
Protocols: Added “h. Review of Approved or
Proposed Suspensions of Protocols.”
7. 3% 56.4: iﬂi“,f%jxj R e
7. Amended Item 5.6.4: Deleted “Submit
photocopies.”
8. 132:25.8 k4rix13: iilji‘f}%r 5. E St % 2 %1343
T o
8. Amended item 5.8 Records Retention: Deleted “5.
Guidelines for the record keeping of voting results.”
E | 10 1.2 531" g2« A A8, 5 R ir;~§xu 20180529
t m:’iﬁi AB (IR L RARE A R iz i

[V 4lfg;§ﬁ'1_/,5 1% w2
A22¥pdf o Fl1edf@RisRiry)e
1. Amended item 5.3.1: “The quorum of the meeting”

was replaced by “The quorum should be half of the

membership plus one (i.e. the members present

should be more than half of the total number of
Among all members present, both
genders should be represented. At least one
member present should be non-TCVGH-affiliated.
At least one member present should be from a
non-medical background. One member may
represent various identity groups).”
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2. Explanation was added to item 5.5.11.4: The
members present should be more than half of the
total number of members. Among all members
present, both genders should be represented. At
least one member present should be
non-TCVGH-affiliated. At least one member
present should be from a non-medical background.
A member may represent more than one identity
groups.

F | 23 |1 #7435 231Fn- 20190527

Updated the information regarding Reference 3.1.

2. 13 423 KPEA B ¢ THPFRPEE A A B R

-}

— o

[l
2. Revised item 4.2.3: staff members shall regularly

remind Pl to submit the report.

2:x 5422 F ¢ FHEE S o

3. Revised item 5.4.2.2: the way meeting documents
are delivered.

B 547 1E ¢ FHRTFIHFT E RN
Revised item 5.4.7.1: the way meeting documents
are stored.

=

w

i




NS = 4R ) ~-
% A NN tf 3
0]

Taichung Veterans General spital

P > 2 = 75 > %= +
o4 v B oo B ok & %
Record of Composition and Revisions of Controlled Documents
% 5L RB-A£-1TFR200L 2 2 LA A ML EREALA 6 ERT AR T
Document Number | IRB-Regulations of Operation- 2001 Title SOP for IRB Board Meetings
CEAE o adfg | PEEaga o oppw

Composed . Level of - o : o
by The IRB Committees Confidentiality mUnclassified oConfidential cHighly Confidential

mfEug 3
i# * H = |oAll units in the hospital
Applied to |mH 5 > gﬁ—?‘;z‘r_pq ARG BE AR 6

mOther (Please specify): The IRB Committees
W | Tk v TR B %5 P g
Version | No. Pages Summary of Revisions of the Document Date of Implementation
F | 23 |5 12:54.7.2 ¢&" 2733 ~ i i % i 3u2 33 54| 20190527
Al

5. Amended item 5.4.7.2: The categories of protocols
under IRB discussion, review, or confirmation of
approval.

6. B:xZ ATH 5.4.7.3 % € RARIHE P o

6. Amended and added item 5.4.7.3 meeting agenda.

7. 1% 551502 F 2 Ky R R € R RN R
CH BT QRSAPAY RBA RET T2
2% 33).{?5;—159 F&E& ° ]

7. Revised item 5.5.1 as follows: “The reviewers and
staff members should sign in with date and time
when attending the meeting, and sign out with date
and time when the meeting is over or when leaving.”

8. ATH 559 - HFFEEP2F Tk~ %k -
PHF A P LR R FRBYET R B
R & R N

8. The following was added in item 5.5.9 Full Board
Review Protocols: “including new protocols,
protocol amendment, continuing review, serious
adverse event reporting within TCVGH, protocol
deviation/violation,  study closure, protocol
suspension or termination.”
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9. Amended item 5.5.11.1: Full Board Review
Protocols (including new protocols, protocol
amendment, continuing review, serious adverse
event reporting within  TCVGH, protocol
deviation/violation,  study  closure,  protocol
suspension or termlnatlon?.

10. 3255114 "£F x4 A | ?Ei#’ﬂ%?ﬁ;}i?g%ﬁi Ao

10.Revised item 5.5.11.4: change “a member from a
non-medical background” to “a member from a
non-biomedical science background.”

11.12:255.11.6 2. L £ > 5% o

11.Revised item 5.5.11.6: the way to vote.

12. 3 %1% 6.1 ~6.2~6.4 -

12. Replaced Appendices 6.1, 6.2, 6.4.

G | 23 |1. 2% AAHRPP W% e 4 2 2 REFH B - 20210528

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

2.12:x 5422 Trap SAE | 7 Trp pd 3 ¥ 2 (1%
il 38 SUSAR) o

2. Revised item 5.4.2.2: change “SAE within TCVGH”
to “reports of SAE (only SUSAR is reported) within
TCVGH.”

3.12:x5.47.2a-n"L L3 o

3.Some of the terms in items 5.4.7.2.a-n were
revised.

4.13:% 55154 F 2 Aysx B IR €k BT §
CH BT eREAPFSY QRARKEI T2
LY B Y EN L
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G | 23 |4.Revised item 5.5.1: “The reviewers and staff| 20210528
members should sign in with date and time when
attending the meeting, and sign out with date and
time when the meeting is over or when leaving early
with reasons written in the sign-out sheet.”
.13 559 % 5511.12 TP 2 2F &, 5 Trp
Ef'ifi K I‘ii i 1°
.Revised item 5.5.9 & 5.5.11.1: change *“serious
adverse reaction” to “serious adverse event (SAE).”
L HEHE 6.1-6.2-64-
. Replaced Appendices 6.1, 6.2, 6.4.

4 522 P < 3 I FRIESRERACE ¥ FlF 0| 20211209
LR N R - S

Explanation was added to item 5.2.2: “If due to
extraordinary circumstances such as the pandemic,
the video conference can be held.”

2:2546.3~ ¢ o

Revised item 5.4.6.3.

P2 6.256.4 0

Replaced Appendices 6.2, 6.4.

P Foo o o
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W W N NRERE
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The title of the document was revised.

}%'r /‘A'gﬁﬁﬂwlm/—%éiﬁngjtl M2

WELGEEEALA €

The original “The Flrst/Second IRB Committees”

was renamed “The IRB Committees.”

45222 o 1T E* RNME(T2 R IRERT

EAS SR - | |
xplanation was added to item 5.2.2: “the video

conference shall still be prepared according to the

following conference methods. ”

12:2532%2 542110 B p F ez s 7RI iExo

Revised item 5.3 & item 5.4.2.1: Replaced “ten

calendar days” with “7 work days.”

3:25422: RA4ABpiEIcs 3BFaITX o

Revised item 5.4.2.2: Replaced “four calendar

days” with “3 work days.”

2:2546.1: R5BpEIcE 5RFIITX o

Revised item 5.4.6.1: Replaced “five calendar

days” with “5 work days.”

3%ﬂ551v‘7ﬁﬁﬁ%g%uﬁwmﬁ%§5h&§%

'F”LF-* ﬁ J-%f ﬂg °

Explanatlon was added to item 5.5.1: “For video

conferences, sign in with video software or

screenshots as proof of Sign-in Form.”

;bg%\: 55115 tgREFHFF AL Z TR ¢ L I

B RL AR R AERIBZELR (402 -
&%iﬁfﬁﬁﬁ%ﬁiﬁ)%@gﬁi,%@mﬁ
WL AEDR S PR e EFEL s BRI R
]‘\’ %?&T’E. o




NS = 4R ) ~-
% A NN tf 3
0]

Taichung Veterans General spital

¥4 o ®oTB OR & & £
Record of Composition and Revisions of Controlled Documents
% Y5 IRB-Ag-1 P R-2001 v 2 LA AT RRF AL H £ 6 R A
Document Number | IRB-Regulations of Operation- 2001 Title SOP for IRB Board Meetings
TEH A’Eﬁﬂi%ﬁ%ﬁiﬁg ’bﬁ%i&.‘gﬁ o i Ok 1% 2

Composed . Level of - o : o
by The IRB Committees Confidentiality mUnclassified oConfidential cHighly Confidential

mfEug 3
i# * H = |oAll units in the hospital
Applied to |mH 5 > gﬁ—?‘;z‘r_pq ARG BE AR 6

mOther (Please specify): The IRB Committees
=" v TR R R 5P
Version | No. Pages Summary of Revisions of the Document Date of Implementation

| 24 |8. Added item 5.5.11.5: During the meeting, if the| 20230717
guorum and the requirements of the members
present in the preceding paragraph are not
reached, or if the members present are required to
leave the meeting room, even if more than half of
the members are still present, the voting cannot be
conducted until the request for attendance is
restored.

9. m#%.55.11518:x 5 55.11.6 ~5.5.11.6 1% ¢z 3
5.5.11.7 ~ 5.5.11.7 2 :x % 5.5.11.8 3 5.5.11.8 i3 :%
% 55.11.9-

9. Changed item numbers 5.5.11.5-5.5.11.8 to
5.5.11.6 - 5.5.11.9.

10,773 5.5.14 @ AR 2 3N L B g R R EE

10.Added item 5.5.14: Specifications for video
conference.

11. ##41* 6.1-6.2-6.3-6.4-

11.Replaced Appendices 6.1, 6.2, 6.3, 6.4.

A P P
Composed/Revised/Deleted Reviewed Approved
j.\ '\‘7 T’;-L o ‘uu ? ;" *‘2’2 ;/Ej. 9
= sk 2l A QOVD A g d
s@ﬂ% ﬁﬁ@d%ﬂwﬁﬂ’&our i
Mk KM E S BATR A 0 KAF 2 SOP 17 wpig » J#p 75

% Changing, marking, or copying controlled documents Wlthout permission 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 Head of Processing Unit

BBV EF R

There is no need for review by other departments or

divisions.

ML EMAE AP AN FALLLP R  LEPFI R I 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
1. Purpose
v&ﬁ‘wpimﬂ%ﬁiﬁgfga?ﬂﬁ MOREL R e I
AR EB LT G R ABEFRT &P Rk SrE B T

rja'gk i ’Tj‘%i)::’é' °

The purpose of this SOP is to provide clear guidelines for the
management of meeting procedures of the IRB Committees, and
to ensure that participating members of all IRB meetings have
access to detailed records of the meetings and can follow up on
the issues discussed in the meetings.

2. i * & [
2. Scope
CAMMFTRRFALR €4 R BEyHIM R F IS Y AR

+

¥

This SOP applies to all meetings held by the personnel of the
First/Second IRB Committees.

3. 5&—3’? =3

3. References

31r4§ﬁ£ﬂilm«—$éiﬁ g E'“«}‘ 'F? I PEZE Sl d =N 4=
IR ¥ ¥ % 1010265129 %i 2012 o (2 AR I3 tEsin ¥ F
% 1071661626 5.4 2 % 2~3~6~7 ifix < » 2018)

3.1 Regulations for Organization and Operation of IRB
Committees, promulgated by the Ministry of Health and
Welfare, pursuant to Wei-Shu-Yi-Zi No. 1010265129, 2012
(Articles 2, 3, 6, 7 amended in 2018, pursuant to Wei-Bu-Yi-Zi
No. 1071661626, by the Ministry of Health and Welfare).
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32# ¥~ F 740 £E5P(2011) - ER-ELRae L A AN
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3.2 Hu, Shr-Shiung; Li, Yu-Ru; Yu, Chih-Ming. (2011). On a
Comprehensive Research and Analysis for the Scope
Management in the Project Management Body of Knowledge,
Journal of Global Management and Economics, Vol. 7, No. 1,

14-31.
4. LA
4. Definitions
41 = ¢
4.1 Board Meeting
dAbE AL KPR LR 6L R P EAH A AL A e
H b R A gk o
Board meetings are regular review meetings attended by staff
members of the IRB Secretariat, IRB members, principal
investigators, and invited guests.
A2 EHF B
4.2 Continuing Review

421 - FAFF 27 A FANAMBRAITEFTIREP
Ae- EPHMALEHPGF AIFL AR REL -

4.2.1 Principal investigators of one-year research projects
should submit continuing review reports or closing reports
within one year after the issuance of the Certificate of
Approval.

422 5 EFRFH 2R AT AR AMBRIL T RFT F I
a"»’g\“iw A aF 2 - U@z—v\/{zw;"‘i*ﬁ T2F¥ %‘L 32 Hp o

4.2.2 Principal investigators of multi-year research projects
should submit continuing review reports before the

approved research period ends in order for the Certificate
of Approval to have an extended effect.
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4.2.3 Staff members should remind Pls to submit the
above-mentioned report(s) by sending written notifications
regularly to the PlIs.

42442 R ¢ @R F3 3084 > BRI OEHSE AL
= ﬁﬁ; °

4.2.4 The IRB may request the Pl to submit continuing review
reports more frequently depending on the situation.
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5. Procedure

Bl AT hREEALR € 6387 LR
5.1 Flow Chart of IRB Meeting Procedures

SRR

2023.08.1

# ¥ty
A Responsi . —
Flow Chart esponsibie Relevant Documents
Personnel
g R PR ITALL

C )

Meeting schedule

A

fo b 7
Meeting documents

A
fRT g
Pre-meeting preparation

4
)
Meeting procedure

A
Meeting minutes

A 4
ARER LR
Follow up on resolutions

C )

A
Records retention

£ ¥ TR PEA
Staff Members
L E IR
Staff Members

O FPER
Staff Members

LI RPEA
Staff Members

S RN
Staff Members

& E AR

Staff Members

L E TR
Staff Members

Tentative Meeting
Schedule
2 g W
Meeting Notice

§ kR AL
Agenda
Py ;,'E‘ ruzt l“g‘% %

Sign-In & Sign-Out
Sheets/Voting Results

Minutes
Efng i

Review Comments
and Approval Form
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5.2 Meeting Schedule
521 *HF T HEZALR €/ F
Tl A RPEARZ T A
ERLBRF AT 5 o
5.2.1 The schedule of IRB meetings should be determined by

coordination between staff members and the chairs of the
meetings. The frequency of regular meetings is listed

below: >
§R A AR Cﬁjo*'f?he 1A AR (2423.08.10)
Name of Meeting | Schedule Meeting Attending Members \@%#:ﬁ:
AT REFALEELE R
A ’gﬁfﬁ IE'.% Py 5—@;«7&;’;& N
Eiﬁﬁ & Once a iEd ﬁ_ FEIFEACHEARA
IRB Board month IRB Chair | IRB members, staff members of
Meeting the Secretariat, principal
investigators, invited guests

5.22 R AyFA AW ERFEAMETL > BF LT RF o LY
FHE R R o BFEHAFRIeEFEFE > TR R
tRER O EYARMETZ ERMERT I RGBT o

5.2.2 After the meeting schedule is determined, the staff member
in charge should reserve the venue and equipment
following the guidelines below. If due to extraordinary
circumstances such as the pandemic, the video conference
can be held, the video conference shall still be prepared
according to the following conference methods.

B A RS
Venue/Equipment Reservation Method
FHF 70308 %% RGO PER F e 1308 30 R
Meeting Room 308 in the fé? i
Department of Medical Reserve by signing on the “Booking Calendar
Research of Meeting Room 308.”
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Title ]
\ersion
B KA RS
Venue/Equipment Reservation Method

P\ﬁimép‘}pm_—h @ij_;}z_gpi,‘,g’i’rféiﬁ&i‘;g% g’i‘«i~ é?ifé
Discussion Rooms in the *pER R e A

Department of Internal Reserve by S|gn|ng on the “Booking Calendar
Medicine of Discussion Rooms.”

BEIARAEI v THHEFITFYH | Fio
Reserve on the TCVGH online system for
booking venue/equipment by logging into the
staff account.

BRI ARB I v TREE*TEY | Fi
e Reserve on the TCVGH online system for
Other venues in TCVGH booking venue/equipment by logging into the
staff account

A T T PR R

Frot s R ERE
Meeting Room on the 7th floor
of the Administration Building

FHE Notify IT staff of the number of laptop
IT Office computers needed and the time of the
meeting.

iR NR ARG S I gk §
FIREFAENEF TR RRLFR o

R FARAKA After the reservation is made, IRB staff
Reserve video conferencing should make an appointment with the staff in
equipment if needed. charge of managing the meeting venue to

test the video conferencing equipment before

the meeting. o

2023.

W%
2t

53§ T

5.3 Meeting Documents
CHELRZFEL G4 LA R
1EA gL TR U rE TG I#E”A x iT g RAE(F
BrEEHE) EHRPFRE AT A
The staff member in charge of organizing an IRB board
meeting should send out the meeting notice at least 7_work
days before the date of the meeting, and compile relevant
documents and meeting agenda (including a sign-in sheet and

appendices). Meeting documents should include the
following information:
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531z a et R Ak (T ﬁiﬁkﬁi%&iﬁ.@%
2 At NALR I F 1A Pu2d R~ v
A2 b F8p8r g4 4 FLldRERA

5.3.1 The quorum should be half of the membership plus one (i.e.
the members present should be more than half of the total
number of members. Among all members present, both
genders should be represented. At least one member
present should be non-TCVGH-affiliated. At least one
member present should be from a non-biomedical science
background. A member may represent more than one
identity groups).

5.3.2 % = & AR E T8 2 7T A B B

5.3.2 Resolutions from the last meeting and the record of
follow-up on previous resolutions.

5.3.3 1 {73 &

5.3.3 Work reports.

534% %22 f%tHhz %d 2 HpP

5.3.4 Protocols for review, motions and rationales.

5354 g’i”Lr%?“le'”‘ﬁl'

5.3.5 Other relevant documents and appendices.

5.4 ¢ w3 4
5.4 Pre-meeting Preparation

54.1 4 f § 2 KyEA ﬁﬁ%g‘zii%:’zgpag R A S
%’jﬁmg%%wﬁ*a%7ﬂ (% n\ﬁﬁaﬁ
Pk T EHBIL CHER BTG EE
O Ny N ST
BHEARERDR -

5.4.1 The staff member in charge should prepare the meeting
documents, a sign-in sheet, and receipts of stipends for

it
wﬁ

LA
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attendees, and make sure that all equipment in the venue
functions normally (staff member’s tasks include checking
computers, projector, microphones, recording equipment,
pens for signing in, extension cords, name cards on
assigned seats, timer, bell, cameras, chairs, batteries, and
preparing lunch, coffee or tea for the attendees). The staff
member should also remind participating members to
attend the meeting on time.

542 “MELREFELR 4L I GIERDFEL 4
PRI ARG RT o
5.4.2 The monthly IRB board meetings should be convened
following the guidelines:
5421&@%@ @1&%,@%E§%igﬁﬁﬁ%u§4ﬂ
B Rk g LA RN B 2R YRR
3 - 8L ”](i]Fmgzﬁfr’miﬁ 5 5 % g ')ﬁg;ggﬁg&o
ﬁ_;ﬁ'/z‘liﬁi4c,ﬁ ’\‘i’(ﬁ,ﬂé\#&ifrﬁlhﬂ‘;}’i
B ARy AERE R gL T R

5.4.2.1 At least 7 work days before a scheduled meeting, the
staff member in charge should notify all members by
email of the time, date, and location of the meeting,
and remind members to mark their calendars to attend
the meeting. If a member is unable to attend a
scheduled meeting, they shall notify the staff member
in charge by email or by phone and explain the reason
why they are unable to attend the meeting. Members
should avoid asking for leave on the same day that the
meeting is scheduled to take place. The quorum
should be half of the number of all members plus one.

5422+ ¢H3 B iEx - KyEA FRBEFTH 451 - &
FAZ B R CEBRBFAFL CSEFL FERBYE
Fup BeE # 2 E 2 (15 R SUSAR) ~ 257 8 B 48 5 4p B
REABZFETHIE §RBA G 4 G R G




Ak £l 20 g%
L S W %'Fh
0

Taichung Veterans General spital
LI yZnn < T—‘E e 2 oy %k 4 E‘ B 9/24
Q,<%%J%¢gan¢%2m17f,AQFi@ﬂﬁﬁiﬁéﬁﬁﬁﬁﬁ&ﬁ Page
Document Number|IRB-Regulations of Operation-2001 'IEi’tI?e‘ SOP for IRB Board Meetings R =X | o5
\ersion

o r R Ed R A A e A AR R
LEAAPTIELERARM ERTH

5.4.2.2 At least 3 work days before a scheduled meeting, the
staff member should give each member a link to read
encrypted meeting documents stored in an cloud drive,
which include primary review comments of full board
review protocols, amended protocols (if any),
continuing review reports, closing reports, incidents of
protocol deviation, reports of SAE (only SUSAR is
reported) within TCVGH, unanticipated problems, and
meeting agenda. The Secretariat should ensure that
members are given adequate time to review relevant
meeting documents.

542387 FARFEAmE T EEGLFH (RH) & 47
R o

5.4.2.3 If a meeting involves discussion on special cases,
advocate(s) of trial subjects (groups) may be invited to
attend the meeting.

54684 % b3

5.4.6 Preparation of Protocols for Review

546.1 k7L A2 8¢ 2 37% > %L f 24 %% &
FATERAFLARALE  rAE AP ET A AN
PRAPA v RFFLAAL TP g-HFHEELH o
GEAFAFRED D EBL T ETRE o e
AR GRAHBIEE AR -

5.4.6.1 The staff member should check the status of ongoing
review of new protocols. Based on the reviewers’
comments, if there is a need for the PI to respond to
comments by primary reviewers, the staff member
should notify the PI to respond within a deadline. The
reviewers’' comments and the PI's response should be
placed on the agenda for the meeting. The PI should
submit their response to the Secretariat at least 5 work
days before the scheduled meeting to facilitate




Ak £l 20 g%
L S W %'Fh
0

Taichung Veterans General spital

SR L

Document Number

-

St SN
|RB-1\§-1 ¥ 4.-2001 . l«» WF?L 'nﬁmgﬁi ﬁ g gpiﬁgl‘"%jﬁ»‘i Page 10/24

IRB-Regulations of Operation-2001 r-'%d' SOP for IRB Board Meetings RR =K

MR
Version

5.4.7 ] 1% ¢ Rk Az
5.4.7 Meeting Agenda

members’ discussion and voting at the meeting.
5.46.2 KyEA B AL TR AE F A - 55 0K Y A A
AT o
5.4.6.2 The staff member should verify that all needed
documents are prepared for the meeting. If there is a
missing document, the staff member shall contact the
Pl to submit it.

5463 ZFE¥FRFF ALY R L #“iftl 2P
GL-mFAY FHCLREFATHTI B LA
S

5.4.6.3 To comply with the policy of digitalizing the review
process at TCVGH, the Pl should submit the electronic
files with the complete protocol submission documents
to the staff member in advance.

54.7.1 4%*"?"11@/—%?:—1 gx”r%’ Wk e L R - B
ZRA A2 e > G 3~ € RRARE AP B4R € 3
WELFATRAFT IS (ERGHIRT B
l,%) %ﬁ'”gviviﬁi\%"""I'}ﬂd**%r&'t‘ ﬁ
EERMEFRME €70 PP NEL

5.4.7.1 The IRB Secretariat should provide each member
with a link connecting with zipped and encrypted files
stored in a cloud drive of the meeting agenda and
complete protocol submissions for full board review.
Hard copies of the meeting agenda will not be
distributed. Rather, members should review the
agenda electronically in advance. The agenda
should also be projected to a screen during the
meeting.

5.472 k- R F Aokt €327 B Ftwm PR 2 R
AR L ZUT A

5.4.7.2 Protocols submitted for IRB discussion, review, or
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confirmation of approval are classified into the
following categories based on the nature and status of
the protocols:

afgitme - KFhF -

a. Review of full board protocols.

bifing hlBL B rF 4% -

b. Confirmation of approval of expedited protocols.

CHENRFHUFZAFEHHE o

c. Confirmation of approval of exempt protocols.

diR P HFELE2 ZEHAHmZ BT %k o

d. Confirmation and recordation of approval, review or
discussion of protocol amendment.

e P L EE REF M ERSE AR -

e. Confirmation and recordation of approval, review or
discussion of continuing review report of approved
protocols.

frgdfdRFdmatap Ed? 2 F 2(FLF
SUSAR)i 4F -

f. Confirmation and recordation or discussion of reports
of SAE (only SUSAR is reported) within TCVGH.

0.1 % B SR N AT AT -

g. Confirmation and recordation or discussion of reports
of unanticipated problem within TCVGH.

h.% & 3 2 4% Rt em 2 3% a3 (> ﬁn&i i) e

fa:

h. Confirmation and recordation or discussion of the
handling of protocol deviation/Violation
(Non-compliance).

LESR s PR B2 Rt B RS o

I. Confirmation and recordation of approval, review or

discussion of closing reports.

JER PR EEE R RwmIERE LR o
J. Confirmation and recordation of approval, review or
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discussion of protocol termination.
Eo PR R AR RE
k. Conflrmatlon and recordation of approval, review or
discussion of protocol suspension.
ERPAEEE R w2 AT RERE o
I. Conflrmatlon and recordation of approval, review or
discussion of other reports.
M. el i T ek ) 2 o
m. Confirmation of approval of protocol withdrawal.
N AT F23mF02 B rFaor 2% [% o

208 7 L EAARTIRR BRI AR o

n. Confirmation of administrative correspondence
documents related to new protocols, protocol
amendments, and protocol closure/termination,
including correspondence to and from the Ministry of
Health and Welfare and pharmaceutical companies.

5473 ~ g&A2e 3
5.4.7.3 The meeting agenda shall include:

aFpd 1 iFEIE o

a. Work reports

b.w 8 ¢ 3&k7edk o

b. Minutes of the last meeting

Ci 2tz % aPH -

C. Rewew of, voting on, and approval of protocols.

df#374 -

d. Monitoring visits.

e Rt o

e. Motions.

R 3=

f. Other business.

9.0 R %% o

g. The chair’s concluding remarks.

h'its(s ZERF-FLLIEWH I FELZE) -

h. Appendices (including confirmation of approval
documents, official correspondence from the Ministry




DAY 2 ~
L S N N %'Fh
0

Taichung Veterans General spital

-

o . v i P 113/24
~ i YagL|RB-& ¢ -1 TF 42001 , L Wﬁpi'mﬂgﬁiﬁgﬁéﬁi‘"ﬁﬁ‘* Page

Document Number|IRB-Regulations of Operation-2001 r-'%d' SOP for IRB Board Meetings R =X
\Version

of Health and Welfare, etc.)
557 % ¢
5.5. Meeting Procedure
551 % F 2 Ayt BB ERM - R T § A H | BT - §FRE
RPF Y QA RET > B2 FARIPFEZ P 23R
Z e (Rt g RIARAGME TS BRI &P EEP)
5.5.1 The reviewers and staff members should sign in with date
and time when attending the meeting, and sign out with
date and time when the meeting is over or when leaving
early with reasons written in the sign-out sheet. (For video

conferences, sign in with video software or screenshots as
proof of Sign-in Form.)

552ﬁ§§ééﬁ7mﬁ4ﬁépiﬁiﬁ% %Eé’ﬂég
EENCESLER R S E R R E AR SR
RZH gk itk e

5.5.2 The meeting should be conducted by the chair of the
meeting. Agenda items and related information should be
read aloud by the staff member in charge of arranging the
meeting. For discussion items, after the attendees have
fully discussed each item and come to a consensus, the
chair should announce the resolution.

553 £ HRE R EIRFEA BT E ndgind 4 0 3T EIRE
A2 Ry R
5.5.3 If there is a need for photo taking, the staff member should

assign a photographer in advance to take photos at
appropriate times during the meeting.

554 %k F BLE € &

5.5.4 Inviting Guests
LEL R RAALE AT RTREGR R EERE
AP A A=t | D7 8 % FREFRT -
The IRB Chair has the right to determine whether guests
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are allowed to attend and observe a meeting or not.
Guests may include observers, auditors or outside
reviewers. Guests should be required to sign agreements
of confidentiality.

555 F L RUIFELGES § ERFLPFETLAE{IEn

5.5.5 At the beginning of a regular IRB board meeting, members
should be asked to comply with the conflict of interest
policy.

55.6 ‘ky¥4 A 3F2

5.5.6 Staff Member’s Report
AFEA R AR TR R F BRI A RGRAT
The staff member gives a report on the motions and
resolutions from the last meeting and the agenda for the
current meeting.

55.7 ¢ kit 2 AR EF A

5.5.7 Discussion and Resolutions of Agenda ltems
ARPEA R el g Rt R L ARE T -
The staff member should record the discussion and
resolutions of all agenda items.

558 gREFTZ AL

5.5.8 Adjustment of the Meeting Procedure
€ RIRIRARIE(T » L1 T4 | FARR EHICHE o
Meetings should be conducted according to the agenda,
but the Chair may make adjustments if necessary.

559 - 8L X2(FAE B2 X HBFE AP KkEF LER
HF AP E - RFR B/ RS2 HTERAR )
23 5AF (P PEBTR2ZL R BRSTEA B4 7L
e A )

5.5.9 Review of Full Board Protocols (including new protocols,
protocol amendment, continuing review, serious adverse
event reporting within TCVGH, unanticipated problems,
protocol deviation/violation, study closure, protocol

suspension or termination) (Members with conflict of
interest should excuse themselves from the meeting room
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before any report, discussion or voting about the protocol
begins.)

5510 % 4% A k4
5.5.10 Reviewer’s Report

x

55101 % & Fim L 3L A B2 %Y R FEEP
FEFHRAL-FHRALZEL @ﬁﬁ%ﬁ,&iz\ '
¥ “L%)“H:’i’*i B FERE s IR LR
Pff: e R AR S @% ST S «E'J?'% :
FERAALALEIZEZREFHLESE

5.5.10.1 When the review process begins, the primary
reviewer should give a brief report on the summary of
the protocol and the reviewer’'s comments. The
report on the reviewer’'s 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 decision

55102 a4 A Fliwam iz R > Bd R /plL=z4
A/l 4L AHE- 242 o

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

551033 A% AdF2 2 5 5 gL R0F F a4 44 %
itk IR AR o

5.5.10.3 After the reviewer’s report, all members in attendance
have the responsibilities to actively make comments,
give suggestions, and ask questions about the
protocol.

551041 BAii B ¢L A ATHg e b 2d g XA
LI pFEpPEra4f

5.5.10.4 The Chair should pay attention to the participation of
all members in attendance and notice whether or not
they have spoken or fully expressed their opinions,
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especially members who are non- biomedical science
practitioners
55.105 31 )ﬁ}f?j——.—\\zﬂ)‘\ﬁéi (@%ﬁ>lj‘7\’%p2\é,&ﬂd°
5.5.10.5 The Chair should actively invite advocate(s) of trial
subjects (groups) to speak and express their opinions
during the meeting.
55.10.6 i#5%& - H L F A R4
5.5.10.6 Principal Investigator’s Report
AR R AL AR~ gHEEHY FROERFILR
9y 5 ,T)I;J.%Em\.‘l'—]p?«fipé% JRENE 40 31
3R 2
a. The PI should respond to questions raised during the
meeting about the protocol and give a report on the
objective, assessment and methodology of the
protocol.
b. ¥ ¥ R RF ~#HRLFEH FIA
IR A e g RIRAR o
b. Protocol manager or sponsor of a clinical trial may be
allowed to attend and participate in the part of a
meeting related to the protocol.
FHER YT FAHAZAREP - FF AL
AR PRI AOR A ERP P ES o
% L FARL(R)RRAFEARZNA VT A
LTREFFEZLAAHRESERES £ é%l U Ay
PEBTEITAEDFA - FFALAFAEY S
THRE AP FAFASEE)RFE LA FlRa
ENREE S s g EHZRESRHE LA
c. If judged necessary by the reviewer, the principal
investigator or co-investigator of a protocol will be
required to attend the meeting to present the protocol.
If the Pl or Co-l is unable to attend the meeting, the
reviewer can give the report and make the final
comment after discussion with board members or the
review of the protocol be tabled to the next meeting.
If the previous review result of the protocol was

\\Xr

LA

-
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“recommended for approval” but the PI or Co-Pl is
unable to attend the meeting, then the meeting
members may discuss and vote on the protocol.
AEFRAR A GRS AP A
Rwmp s Kyt | g hgma i gifi o

d. If both reviewers in the primary review determined
that the Pl is not required to attend the meeting to
present the protocol, then the staff member should
inform the PI before the scheduled meeting.

eFAFFLANTIFHELIFALATZIARD P HE 2
%&ﬁ‘$$uﬁ$é gAY 4rs HEF AoF o
AR EARRRTRE S G RR R A gRE .

e. If in the primary review, the reviewers determined
that the Pl does not need to attend the meeting to
give a presentation, the Pl may still request to attend
the meeting and present the protocol. In order for
the review to be efficient during the meeting, the
Chair may ask the PI to attend the meeting and
present without prior notice.

f;'L%.—'—%ij f#gé‘w‘f R IT] ié‘iﬁ%éﬁ%i?%b
%iﬁiﬁ’%?éﬂﬁ‘ﬁ*&éﬁ’iiﬁ%“
%5 B EwEid o

f. In the presence of members who are not bio-medical
science practitioners, the Pl should avoid using
medical jargons when presenting the protocol during
the meeting.

55107 >® I RLZ BB BHERTFAALEF LKL o

5.5.10.7 After discussion, all attending members should vote
on the protocol anonymously on an electronic voting
device.

5 5 11 j—)‘»'r =~ 7
5.5.11 Voting

55.11.1 - 4% & %(%

5 B EE R E S AN Ty
RN

IR~ BB/ TR X
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AR K)o

5.5.11.1 Full Board Review Protocols (including new protocols,
protocol amendment, continuing review, adverse
event reporting within TCVGH, unanticipated
problems, protocol deviation/violation, study closure,
protocol suspension or termination).

55112 7 5 &3+ F 1 4F 4 2 gﬁ%@;i%iﬁ FIEHFER2ZLEH
%Q% A %Liﬁ’ﬁﬂﬁﬁo

5.5.11.2 Members have the right to vote only if they have no
conflict of interest with the PI or the sponsor of the
clinical trial. Members who do not attend the whole
discussion of the protocol in the meeting cannot vote.

S55113HE24F bRt {35400 A f 28R

B TREE

5.5.11.3 Votlng should take place only after all personnel with

conflicts of interest have left the meeting room.

55114 2 A Zrins B2 7R L L B A AT L)
F & A #(Quorum) (& A L A i&ﬁ}_%@"i B 4
ik SENSLRUPC I W S AN A EA EE
12t 4#?5:%‘?7fi§‘?’§b§iﬁ Blit A Ff
B E A w)o

5.5.11.4 The Chair should make sure that a quorum is
reached for voting for each motion. (The members
present should be more than half of the total number
of members. Among all members present, both
genders should be represented. At least one
member present should be non-TCVGH-affiliated.

At least one member present should be from a
non-biomedical science background. A member
may represent more than one identity groups.)

55115 h¢HEeFHP A F A L2 TR E A BE TN AL R
EFo8 & TR 2ZLR (ded b - 24 «J{ﬁ%%‘fﬁi%‘f
TRAF BB ERRT TR EL A HIH > 7
EEHE C FIRANAER 2 F a%°

s

T

e
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5.5.11.5 During the meeting, if the quorum and the
requirements of the members present in the
preceding paragraph are not reached, or if the
members present are required to leave the meeting
room, even if more than half of the members are still
present, the voting cannot be conducted until the
request for attendance is restored.

55116 2R ¢F ok 22534% > 2 Fi&Fmdz 2w
IR E A Fa&l‘m*%?bi%%ﬁﬁiéﬂb%iﬁiﬁ
2 % 8o

5.5.11.6 The resolution on a protocol should not be made
without discussion. Before a resolution is made, the
Chair should actively ask non-TCVGH-affiliated
members and non-biomedical science background
members to voice their opinions.

55117 L 2 A m AT T HEL B A B E2 T4 o
FEEEUT BN SRR LSRG £
BR (4o 24252 f4piTE ) AR EFRTEHH
SERMKE - e HEFE BT E B SH
F AP ARE LR

5.5.11.7 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. The record of the voting results should
include the number of votes for “approval,” “approval
after revision,” “further review after revisions,”
“disapproval,” and “abstention,” respectively.

SLILB8HERH*F A LHApF I B3k R £ATHRE o

5.5.11.8 If two of the voting options get the same number of
votes, all members should vote again.

551193 A E*~ ¢ pH L 8% 2 B0 P Fo X AAATER
S HLF AAR T -
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5.5.11.9 During the meeting, the Chair should announce the
voting results and the revisions required for the
protocol, and confirm the continuing review frequency
for new protocols.
5.5.12 qepF 3%
5.5.12 Other Business
55.12.1 % A (T4 4H4p MR ALK/ N TRF B2k o
5.5.12.1 Members may propose relevant extempore motions
in other business.
5.5.12.2 §epF 6 i1 & I‘J'Fiw P dilo
5.5.12.2 If an extempore motion is seconded, then the motion
may be voted on.
55123 AL BT ¢ L AT L i TR &R AR o
5.5.12.3 An extempore motion passes when more than half of
the attending members vote in favor of the motion.
5513 g¢x g dm » LA BMARE T 7 FiCE ©
5.5.13 Before the end of the meeting, the Chair should give
concluding remarks and announce the adjournment of the
meeting.
5.5.14 MARM P N7 B g R R
5.5.14 Specifications for video conference:
55141 AR %82 €3%2 % B > RAEAR A HT2EE 2t 2
For2avi Hu A B %89
5.5.14.1 The IRB members have participate in video
conference should confirm that the video location is
not an open space and must not have other
individuals participate.
55142 ¢iRit T4z 0 £ f 4 FiB 547 MR o
5.5.14.2 The IRB Members are not allowed to make audio or
video recordings during the video conference.
55143 ¢ FiEALY F3 ZREFTIORGE AHES D €
®E o Fi. pé\lb‘ﬁi"‘%@é{ A&~ €38 F o
5.5.14.3 If there is a need to avoid during the meeting, the IRB
member will be temporarily asked to move out of the
video meeting room, and they will be allowed to




Ak £l 20 g%
L S W %'Fh
0

Taichung Veterans General spital

-

o . v i P 121/24
v 2 YHL|RB-A -1 (EFR-2001 , | AP ARG ALE € gk LR 2 | Page

Document Number|IRB-Regulations of Operation-2001 r-'%d' SOP for IRB Board Meetings R =X

MR
Version

re-enter the meeting room after the discussion is

concluded.
551443 £ > Av @ * Google£ H & H s 2 2e 2.7 F #¢
8 o

5.5.14.4 Voting methods can use Google forms or other
anonymous electronic software.

55145 ¢Rit 7P 2 HpwaG AR EIREF > N 4p ke o

5.5.14.5 The rest of the details of the video conference
proceeded in the same way as the physical meeting.

5.6 %] it ¢ 3 % &

5.6 Meeting Minutes

5.6.1 ¢€:&xd KPFA B f F ol KyFA P RBEF K G UmF L
Fegedk o AR FEES ke R E 2 WL A FRE
HEIEFEZEPHARBY TS eREEHG o

5.6.1 The staff member in charge of organizing the meeting
should be the recording secretary of the meeting and write
meeting minutes. The staff member may listen to audio
recording of the meeting while writing the minutes in order
to ensure that accurate record of the meeting is kept. The
draft of the minutes should be sent to all attending
members by email for review. After the IRB Chair
confirms the minutes, the minutes should be voted on for
approval in the next scheduled meeting.

562F s P RBIFHMG AL §  KFELRT A gL 142
R SRS ER RIRNTE (L SRR
EFEAL -

5.6.2 If the meeting is a regular review meeting, the staff
member should inform the PI of the resolution made in the
meeting about the protocol within 14 days after the
meeting so that the Pl may respond to reviewers'’
comments promptly.

S563HEFMFFL I A ELERE3E FRIEAR BAE D AT
Br o

5.6.3 The audio recording of the meeting should be kept for at
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least three years after the meeting. The file of the audio
recording should be protected by a password set by the
staff member.
564581 3L B/l iZd BaPiz gRes ¥t BREME -
5.6.4 Meeting minutes approved by the IRB Chair or Vice Chair
should be submitted to the Superintendent of TCVGH for
review.

5.7 AR X 18 Ao 7%

5.7 Follow-up on Resolutions
5.7.1 § & % &b
5.7.1 Record Keeping of Meeting Minutes
B f e gl A2 C REPRLF AR LI
Meeting minutes and documents of approved review
resolutions should be filed and kept in record.
57242 € x589 % 85K
5.7.2 Distribution of Meeting Minutes and Review Resolutions.
5721 Mg F#MiE> N ke iz R FE2MLA 0 4
Ak e e
5.7.2.1 Approved minutes should be sent to all members by
email. Members should keep the minutes
confidential.
5.722fe & A MK FEMEZ S ERIFH TR ) 2544
TR EREGPR FOROFNNRERET o P F
P - MF AL P EASAZ GERRE SR A
THF A ERL FTRAEP A o
5.7.2.2 To comply with the regulation regarding disclosure of
information in Article 6 of the Regulations on Human
Trials, the content of approved meeting minutes
should be announced on the IRB website. The
content disclosed to the public includes number of
reviewed protocols, names of principal investigators,
and voting results. The disclosure of the information
shows the transparency of information about the
review procedures.
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5.8 & &3

5.8 Records Retention
581 % ¢ KysA R #~ € R PpRE BT AE QT

-}

— o

=

5.8.1 Staff members should upload the public version of the
meeting minutes to the IRB website.

582 ¢ R KA Bl § R RT > L LG LI Kbk

5.8.2 Staff members should keep all records carefully following
the regulations about meeting procedures.

583Ky Ak ipth R g L2 B~ ERAEL L 7 RS
i S

5.8.3 Staff members should follow the SOP on Records
Retention to keep the approved meeting minutes.

N

5 i LA Wi e B g 4 P
No. Name of Document Retention Location Retention Period

gHhEdien 3

B gl IRB 7£2 %
1 Meeting Notice IRB Office At least 3 years after
the meeting is over
B 3 HEhisro 3
€ RARAL IRB ##2 % £ 7
2 Meeting Agenda IRB Office At least 3 years after

the meeting is over

gRFRICLI 3 E
At least 3 years after

(7R gREE )
3 | Meeting Documents  (including IRB 7%= %

sign-in/sign-out sheets, minutes, IRB Office h R
appendices) the meeting is over
L e e | ERBAEDC3E
4 |3 : . IRB 7%= % At least 3 years after
Files of audio recording IRB Office R
the meeting is over
s 4 pr .y RERIELI S 3E
5 | e IRB 7%= % ft‘iea‘;t 3 years after
Meeting Minutes IRB Office R
the meeting is over
, » & oslw 2 N E R -
6 | EFARFLLA IRB 7%= % ftvlea‘;t 3 years after
Review Comments IRB Office R
the meeting is over
6.5 %

6. Appendices
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6.1 FF ¢ il ¥

6.1 Meeting Notice

6.2 ¢ hRAT

6.2 Meeting Agenda Foronminse

6.3 %>

6.3 Request for Approval of Meeting Resolutions
6.4 REED RN
6.4 Meeting Minutes Templates




