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This version was converted from “Version 5.4 of the

SOP of the Human Research Committee.”

c | 5 1@£%§;§5§i Ré {5 T%-/- A1~ 7 57220160318

% 1°

1.The origiﬁal “Human Research Committee” was
renamed “The First/Second IRB Committees.”

R B2l FRFhaFm T EME R

.Item 5.2.1 was revised regarding regulations about
files of protocols for monitoring visits.

B ES521FF P ARESHIRELIFAIFAES
v R X BAp M AT o

.Item 5.5.2.1 was revised regarding the regulation

about the time Ilimit for the Pl to respond to

comments given in the monitoring visit report.
RYFhLFR 20170709

. “Review of the content” was replaced by “review.”

Cig et 1P e TR 2 78 5 o

. Two regulations were added in item 1. Purpose.

LIRSy 2 1 31 A MRSk LpEE 2 R A o

. The version of “Regulations on Human Trials” was
updated in reference item 3.1.

L 51 AR TR AW IYE 2 jEF 0 ik
53134 a L A2 fEF -

. Responsible personnel for “pre-visit preparation” was
revised in 5.1 Flow Chart; responsible personnel for
assigning monitors was revised in item 5.3.1.3.
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5. Item 6.3 Monitors Selection Form was added to the
list of appendices; the form also was added to item
5.8 Records Retention.
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1. Revised item 5.5.1: “The representative of monitors

should compile the reviewers’ comments and

complete the Monitoring Visit Report within 6 calendar
days.”

Z%J“f 5521 "#FiFA AR AEFT T w2 (FH

f:’ )‘LE N Z_% 1o

2. Deleted item 5.5.2.1: “The Pl must not implement the

research before receiving the Certificate of Project

Extension from TCVGH IRB.”
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1. Revised the Chinese name of "Regulations for Good
Clinical Practice".

2. 3:x 55212 F1iHFAw FHTLE 28 B p A=
ek @ ;%—}gﬁg;;up@ 2 F o

2. Item 5.5.2.1 was revised the PI's reply period to 28

calendar days, and deleted the description of the

extension.
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Fixed typos.
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4. Replaced Appendix 6.3.
G O 1. B:xx551%AaAHYP"V:RO6BPEIT;: 6FIITX 20211209
1. Revised item 5.5.1 Review time limit: Replaced “6
calendar days” with “6 work days.”
H 9 -2 AHPTRER AL e s AP ERES 420230717

B

L6 | |

The original “The First/Second IRB Committees” was
rename “The IRB Committees.”

B2H G HiEit o

ltem 5.2: Added the conditions of Monitoring Visit.
W2 6.1+62-

. Appendices 6.1, 6.2 were replaced.
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Complied with the regulations of TCVGH, this
document was re-examined on 29 August 2025, and
the content did not need to be revised.
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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. 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 discuss with the unit that made the SOP.

(2026.04.10)



D0 S S A
Lodo% A F R
(0]

Taichung Veterans General spital
o o 2 s £ N P19
2 & S EL|RB-A -1 EE R-201 , A ApEARA S Page
Document Number |RB-Regulations of Operation-2015 T‘?tlg SOP for Monitoring Visits B =X H 5
Version

1.8 0
AERAEREFZPOL R EREE P IEER P AR L E
PISAFRE B2 P HFRFRTE BT AT 2 TFR2
AR EyE: 2T ERSRATRREKRITERER  EApME R

1. Purpose
The purpose of this SOP is to describe the process for when and
how to prepare and conduct monitoring visits to monitor the
implementation of an approved protocol and to ensure that the
research implementation complies with Human Subjects Research
Act, Medical Care Act, Regulations on Human Trial, Regulations for
Good Clinical Practice, and other relevant laws and regulations.

2.3 % §
ARRBRAETEFNFEPEEDRFELB TR LRASEAT
2R

2. Scope
This SOP applies to the monitoring visits to research sites and the
monitoring process of research implementation of IRB approved
protocols.

34T 2

3. References
3.1 X Riesw g ByE: w2 Ae )
% 5 2016

3.1 Regulations on Human Trials, amended and promulgated by
the Ministry of Health and Welfare, pursuant to Wei-Bu-Yi-Zi
No. 1051662154, 2016.

32 AT E L RMRER- £F % 10000291401 5L 4 - 2011

3.2 Human Subjects Research Act, promulgated as per the
Presidential Order Hua-Zong-Yi-Yi-Zi No. 100002914011, 2011

\4

Kf*”%‘ﬁﬁg F % 1051662154 5. £ i3
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4. Definitions

412 R At
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4.1 Monitors and Representative of Monitors
The IRB may appoint one to three members or expert
consultants as monitors to conduct a monitoring visit to the
study site of an approved protocol. The (Vice) Chair should
assign one of the monitors as the representative of monitors,
who should be responsible for completing the Monitoring Visit
Report Form and presenting the review results to all IRB
members in a board meeting.

423+ 344
A %Mﬂ THEFALA 2R A AFTEERSET L TR E
AFAZFEREFRLGTE o

4.2. Monitoring Visit
The representatives from the IRB may conduct monitoring
visits to the study site to evaluate the PI's implementation of
the research.

2026.04.10
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5. Procedure
5. 1 b2 4 ? 1T 5 A2 B
5.1 Flow Chart of Monitoring Visits

in Az 13 (R
Flow Chart Responsible Personnel Relevant Documents
l%“;)}&—\jﬂ.% gj—‘ja/<ﬁ) ' |:F:£E1/ ST e L NS
Selection of Protocols AN R Tk
IRB Resolutlons/('Vwe)Chalr/ Files of protocols
Executive Secretary
A
B a Y aaiS v U L I Rl
Pre-Visit Preparation Staff/Executive Secretary/ Monitoring Visit Log/
Monitors/P1 (contact person) Protocol
A 4
L2 XPEEFRLIIFE A,
Moiti;rif %/isit aif PR 3 C
° Monitors ICF/Monitoring Visit Log/
Monitoring Visit Report
A 4
B AT AyEL AR AL FrPiiewd
Post-Visit Follow-Up Staff Members/PI Monitoring Visit Report
e LR FrPARREL
Board Meeting IRB Members Monitoring Visit Report
]
\pproval — AKPEA B A
T AR R
Follow-Up on Resolutions Staff Members/PI
A 4 .
P KR4 R
Records Retention Staff Members
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5.2 Selection of Protocols
i TREERTREFE LD TEL PR
The following criteria may be considered when selecting
protocols for monitoring visits:

521+ F 1A p LT 2 A M FEHRER'GE)-
5.2.1 Principal Investigator Initiated study/trial (High risk).
522 % W iphirk %k
5.2.2 Early phase clinical trial.
52353 6L R EHthe B
5.2.3 Protocols sent by reviewers for IRB full board discussion.
5247 ERk% b‘ REREFA Y BRRL B
Mt & 0 54 g AR AL EL R TR P
5.2.4 The IRB Chair or IRB full board may determine that a
monitoring visit should be conducted to the research of a
study in which incidents of protocol deviation or violation

have occurred or other misconduct has been reported, or
have doubts related to the protection of subjects.

525F Bt 4 AF RE G204 G2 AR AR VAL EE

5.2.5 By the IRB full board resolution, a monitoring visit may be
conducted to the research site of a study in which a
serious adverse event has been reported.

B2OHPFHIEHE AL AL EHL > KL EARFTH AL
% 4,

vl

5.2.6 By the IRB full board resolution, a monitoring visit may be
conducted to the research site of a study for which a
continuing review report or closing report was submitted
later than the due date.

527 H#E (- ¢ rRE1LELAF TR FH2ZFE )0
5.2.7 Other (Monitoring visits may be conducted to the study site
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of any research by IRB full board resolution or by the
decision of the IRB Chair.)

S3FHhaTITE
5.3 Pre-Visit Preparation
5.3.1 &ysx B8
5.3.1 Preparation by IRB staff

5.3.1.1 3 &% B3 H A A AR 6 S AT R 1
SRS ST T RN L g

5.3.1.1 The staff member should contact the PI to coordinate
the appropriate time for the monitoring visit. After the
time has been decided, the staff member should notify
the Pl and the research site.

53123+ FAFAFTAELIFA P2 TP hk
i B APEL R

5.3.1.2 The staff member should ask the Pl to complete the
section of self-evaluation on the Monitoring Visit Log
and return the form to the staff member before the
monitoring visit.

5313 d fEFRFTEJZEFRMNELL fpT- T =4 R
(Z°- 13 iiﬁ%g%ﬂg’%ﬁ%i R &% 7o i%?
EREFRLRHEFAAE o KPR IR A
A2 o

5.3.1.3 The Executive Secretary should assign one to three
members (at least one with a biomedical science
background) or expert consultants as monitors, based
on their expertise and following the conflict of interest
policy. The representative of the reviewers should
have a biomedical science background. The staff
member is responsible for scheduling and arranging
the monitoring visit.

5314 ¥ a3 1F 182z TgwEedrd | 582
Hr a4 f -
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5.3.1.4 The staff member should conduct an initial review of
the Monitoring Visit Log sent by the Pl and submit it to
the monitors.

532 AL R HR
5.3.2 Preparation by Monitors
53213 F Mgy 8 a4 o
5.3.2.1 The monitor should read the Monitoring Visit Log
carefully.
5322 B BRHEAFF A2 T34 F o
5.3.2.2 The monitor may review the protocol of the study
conducted on the research site.
533 FiFAdF AR EFER
5.3.3 Preparation by the PI or the Protocol Contact Person
533 1L F 3 h 8dkdk p iy o

5.3.3.1 The PI or the protocol contact person should complete
the section of self-evaluation on the Monitoring Visit
Log.

5332 AREIFLHERHE LT -

5.3.3.2 The PI or the protocol contact person should prepare

the medical records of the trial subjects and set up the
research site for the visit.

5333 HApMFTHE &

5.3.3.3 The PI or the protocol contact person should prepare
all relevant documents for review.

54934
5.4 Monitoring Visit
54182 R R#FFFLF A HZEL2 TFr 288484 0

5.4.1 The monitors should bring the Monitoring Visit Log
completed by the PI.
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5427 4R "THE kbt BIEEL 0 A
5.4.2 The monitors should check each item listed on the
Monitoring Visit Log, including:
5421 il B3 2 TRFEERLF o UAERRE Y PR ¢
5.4.2.1 Reviewing the signed Informed Consent Form (ICF)

and verifying that the version signed is the IRB
approved version of ICF.

5422 % rﬁéﬁ‘ﬁl’?ﬁ%J PR RE LER

5.4.2.2 Checking the signatures and dates signed by the
subjects on the ICFs.

5423' PP A "X B FMF P NEGTEERPOET R TN
B
5.4.2.3 Selecting subjects’ files randomly for review to ensure

that the research implementation has followed the
approved protocol.

5.42.4 @R TLEF LY, PEFEE -
5.4.2.4 Observing the process of the signing of ICF.
BA2S5 AN GFE =~ Hor% B L8R F PR o
5.4.2.5 Observing the operation of the research implementing
unit, research site, and other needed equipment.
5426 %3 XPHEPPE AL FHFAFAEFZ TR G o
5.4.2.6 Giving comments to the visited site and requesting the
Pl to respond promptly.
55+ his v
5.5 Post-Visit Follow-Up
551 &4
PAHAREARAFEFAALE  BRAGBIIFI P A TR w3
LR REL o
5.5.1 Representative of Monitors
The representative of monitors should compile the

2026.04.10
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reviewers’ comments and complete the Monitoring Visit
Report within 6 work days.

5.5.2 k¥4 §
5.5.2 IRB Staff
SO21 ¥ FF P ARSHRLIRELIFIF 2Fr R 3 E
AFAAE (PHRFELAL) A TBRPE AT R
FAE28 BRI AT RRIEFRE o
5.5.2.1 The staff member should send the Monitoring Visit
Report to the PI for the PI to respond to reviewers'’
comments. The Pl should submit supplementary
documents (or response to reviewers’ comments)
within 7 calendar days. If the Pl does not respond

within 28 days, the protocol will be withdrawn from IRB
consideration.

5522 % FiFA v Ric RIBT- K gHhEFHRL - T
MM TR~ TR P ARE

5.5.2.2 Atfter the Pl has submitted response to reviewers’
comments, the staff member should place the
submission on the agenda for the next IRB board

meeting. Relevant documents should be filed in the
Monitoring Visit Portfolio.

5.6 * ¢ 3%
5.6 IRB Board Meeting Discussion
5.6.1 KyeA B HAF L 5] » = € 3RAF ©

5.6.1 The staff member should place the Monitoring Visit Report
on the agenda for the IRB board meeting.

562 AR A RFraEEe 2L EFL o

5.6.2 The representative of monitors should give a report on the
monitoring visit results to all IRB members during the
board meeting.

57 7 AREF R
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5.7 Follow-Up on Resolutions of Agenda Items
g 2 A RIPLE S AT Y o
Follow-up actions should be taken according to the IRB full
board resolutions.

58 K43

5.8 Records Retention
ARRE A B RiESpAeT e XL i LI kb o
Relevant personnel should keep all records carefully following
the guidelines below.

KL KE ey LAEEE 3 e Hp R
Document Number Name of Document Retention Retention Period
Location
IRB 7%= EE R G

B )

1 . . i
Monitoring Visit Log IRB Office At Ieasy 3 years after
the trial is closed
, va oL 4 IRB 7% % EARC R KGR
PR AREHEL _ F v
2 o ‘.’%F " IRB Office At least 3 years after
Monitoring Visit Report L
the trial is closed
, - IRB 7% % EARC KGR
L% DL 5% 4 i P v
3 AP agatigES IRB Office At least 3 years after

Monitors Selection Form o
the trial is closed

6. 12

6. Appendices
6.1 F ¥ 3+ & & érd
6.1 Monitoring Visit Log
6.2°F 7 H i EaRE
6.2 Monitoring Visit Report
63F+aFELA 1EL
6.3 Monitors Selection Form
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