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1. P

1. Purpose
AFRAAR TN DA TR R B NE R ¢ R
32N fek B AR THER o
The purpose of this SOP is to provide guidelines for the
administrative procedures of extraordinary IRB meetings, which

include the review procedure and the process of making a
resolution on a protocol.

2. Scope
21 AERBETRYAMFA]ARFALA AR §3
2.1 This SOP applies to extraordinary IRB meetings held by the
First/Second IRB Committees.

22 ARAFAFHFLBEIWHABREIBHL 4L 2 2R RH
TR RELE L 6

2.2 An extraordinary IRB meeting is convened in order to review
an urgent issue or incident that threatens the safety of the

subjects.
3. %F > ¢
3. References
& o
None.
4. LT
4. Definitions
4.1 §RFF € 3k
4.1 Extraordinary IRB Meeting
4.1.1 “$ TREFOAMPFTGEFALR 6~ € RFER
AR R = A A =
4.1.1 The extraordinary IRB meeting is an ad hoc meeting that is

(2026.04.10)
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convened outside the schedule of regular IRB board
meetings.

412 F22 A B> F LR giR2 ﬁﬁ%%i@ﬁﬁ%i PE LA

4.1.2 A quorum has to be present for the meeting to be called to
order and for the motions to be discussed and voted on.




0

Taichung Veterans General spital
o o v e N P37
¥ S |IRB-A £-1 17 £-2018) 5 TR € iR g ARE 3 Page
Document Number | IRB-Regulations of Operation-2018 ﬁtlg SOP for Extraordinary IRB Meetings| %=X H =
Version
S.E¥p %
5. Procedure
5.1 fef¥ & & ¥ i AL
5.1 Flow Chart of the Extraordinary IRB Meeting
AR % e
Flow Chart Responsible Personnel Relevant Document
¥ 4 7 _:__ ,.‘ é; /:T .A%‘
RIETRR § Rl (&) */-iﬁ it I
Calling an _ A ﬁ: A _
extraordinary (Vice) Chair/Executive
IRB meeting Secretary/IRB Members/Staff
—’7 (&) 2 2L B/ ARTIZ g R T
s RIRPEL R gk % THE
T £ 3k N R (Vice) Chair/Executive Meeting documents/
Pre-meeting Secretary/IRB Members/Staff | Meeting sign-in sheet
reparation
P pi () 1= BIREFRTIL

AR

§ AT (Vice) Chair/Executive
Meeting Secretary/IRB Members/Staff
i
Approval AEA B A AR § ki
HiFLRTAE Staff/Research personnel Meeting resolutions
Follow-up on
resoITtions
AyEl R ¢ ke
- Py Staff Members Meeting minutes
Records retention
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5.2 HE TR ¢ kil &
5.2 Calling an Extraordinary IRB Meeting
5213 x4 f 7 B TRpF ¢ k2 fFim

5.2.1 In one of the following situations, the IRB Chair may call an
extraordinary IRB meeting:
5211 pF 2 R AFAL s FIREHRLRFE 2 o
5.2.1.1 An urgent incident occurred that had a negative impact
on public welfare or national economy.

5212 % 2 235 BE 2 2 F BE 2 o
5.2.1.2 An unexpected serious adverse event occurred.

5213 % 24 ik X 7 E o
5.2.1.3 A subject died due to participating in the study.

52143 %
5.2.1.4 Others.

5228%ApM IR LA R > FU T ERZLBFEF 2 B 8L o

5.2.2 The staff member should contact IRB members who should
attend the meeting, and inform them of the time and the
location of the meeting.

5221 ¢ x1 Py X 2L BN B 30 -
LAGREMEFRLE - *:?~#§§%§%§
ﬁ‘]rf‘f}&ﬁ;up;.]@tg. ﬁ 2 AR

5.2.2.1 The members present should be more than half of the
total number of members. At least one member
present should be with a biomedical science
background. At least one member present should be
without a biomedical science background. At least one
member present should be non-TCVGH-affiliated.
Attending members should include both men and
women.

(2026.04.10)




SAR e 4
£ ¢ K o8 % 3
0]

Taichung Veterans General spital
s s > e N Rl
2 12 g IRB-4 -1 (E4 4-2018] , . TR € iR g ARE 3 Page
Document Number | IRB-Regulations of Operation-2018 ﬁtlg SOP for Extraordinary IRB Meetings| 4% =< H 5
Version

5222 RFFEWNT FApMREZL E R (L A4 )
MR e

5.2.2.2 Expert consultants (IRB members or non-IRB members)
may be invited to attend the meeting based on actual
needs.

5223 R EE VR AFFANEM A A SR RP -

5.2.2.3 If needed, the PI or relevant personnel may be invited to
attend the meeting as guests and give presentations.

S3 TR kg m R

5.3 Pre-meeting Preparation
KRR R Y e T CF R AR R R @ AR
REBEH BT ARNEFL RO ERT LK SR
The staff member should prepare the following documents (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) :

531%% gHRFHAELENALE -

5.3.1 Prepare meeting documents and distribute them to the
attending members.

532% % ¢x&INH -
5.3.2 Prepare a sign-in sheet for the meeting.
5.4 ¢kt
5.4 Meeting
5.41-ky%* Bree R4 R @iz e Ao

5.4.1 The staff member should confirm that a quorum is present
before the meeting is called to order.

542 N L f ok RAbi L B TR § R R W 0 X Rk
R BFx2AA U T iEd 38 S RA -

5.4.2 Attending members and expert consultants should discuss
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the issues on the agenda of the extraordinary meeting and
make resolutions. Voting outcome is based on the
principle of "Majority rule".
55 7 HARE
5.5 Follow-Up on Resolutions
APEA R B ERAKRE BE O WiES TR > Tl wod
FAZ 4 A R/E = o
The staff member should write meeting minutes based on the

resolutions and levels of classification, and notify the PI and
relevant personnel/units.

5.6 & 4% 13

5.6 Records Retention
W AR R PpAcT RE 0 L LR A R
Relevant personnel should keep all records carefully following the
guideline below.

i A s B TRE TR
Number | Name of Document | Retention Location | Retention Period
fRERIST >3
1 AHAL RByF= % At | £3
Meeting Agenda IRB Office east Ve@rs
- after the meeting
IS over
gRERisr > 3
. & e b IRB 72 % Al 2
Meeting Minutes IRB Office tleast 3 years
after the meeting
IS over
6.5 i+

6. Appendices
6.1 ¢ FRARA
6.1 Meeting Agenda
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6.2 Meeting Minutes
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