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This version was converted from “Version 5.4 of the

SOP of the Human Research Committee.”
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1.The original “Human Research Committee” was
renamed “The First/Second IRB Committees.”
B2l FF AT AR LR

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

B 55219 P AREHELKELIFT AT LG
v B % HoAp B AR o

.Iltem 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.

W w NN

D |10 (L.pr%aca%4d o 20170709

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

2. B 1P et RTH 2700 o

2. Two regulations were added in item 1. Purpose.

.i2erfy 2 it 31 A RESKE LIRS 2 KA o

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

4.5 51 jnAel TRE AT ITE ) 2T TRk
53134t et A2 BT o

4. 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 ”
f 5521 T4 a4 Al gmFv a2 BH

/'?L% J ¥l

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

research before receiving the Certificate of Project

Extension from TCVGH IRB.”

FlOf s T8spamawREn, 2 4 (%55 20210528
LIRS R (FE R

1. Revised the Chinese name of "Regulations for Good
Clinical Practice".

2. nﬁ;’z5521;*¢é QA v RHTLL 28 B

K/‘ ¢ —’L— ﬁfpf-.‘pg < :;. °

2. Item ES 2.1 was revised the Pl's reply period to 28

calendar days, and deleted the description of the

extension.
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3. Fixed typos.
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1. Revised item 5.5.1 Review time limit: Replaced “6
calendar days” with “6 work days.”
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1. The original “The First/Second IRB Committees” was
renamed “The IRB Committees.”
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2. ltem 5.2: Added the conditions of Monitoring Visit.
3. WHEFE6.1-62
4. Appendices 6.1, 6.2 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. 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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Document Number] ~ IRB-Regulations of Operation-2015 Title SOP for Monitoring Visits
s Fhe §yE =i
Processing Unit Review Comments Head of Processing Unit

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

Kt ¢7yFHE 1 P AN F AL AP R PEE R THRRE -
% 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. 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 ™ §
AERAEATRT R E AL ERFALET R AL REST
2 F 5

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

3.4 < it

3. References
3.1 A MRS LyES D FAABTIN T 3 ¥ 1051662154 5.4 i
+g# > 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 AR T E L RMER- £F % 10000291401 524 - 2011

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

Al aL QB a4
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EATEEE L F
R BLIE 1 e

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.

429+ 4
4@P¢mﬂﬁﬁiﬁ§
AFARFHERE IR

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.

REZPFTHEERSI S R RV R
T8 o
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5. Procedure
5.1%F "»‘E’g/‘m A2 8]
5.1 Flow Chart of Monitoring Visits
AR % I
Flow Chart Responsible Personnel Relevant Documents

EHE
Selection of Protocols

y
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Pre-Visit Preparation

A 4
T a
Monitoring Visit

A
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Post-Visit Follow-Up

< § A
Board Meeting

i
\pproval
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Follow-Up on Resolutions
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y
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Records Retention
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IRB Resolutlons/FVme)Chalr/
Executive Secretary
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CL LTI T

Staff/Executive Secretary/
Monitors/PI (contact person)

ThLR
Monitors

SN VoS ER
Staff Members/Pl

S|
IRB Members

ESSR WEk =
Staff Members/PI

RyEL B
Staff Members

Bk

Files of protocols

FrFhesiE S
Monitoring Visit Log/
Protocol
XRERLERP 2 hE
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ICF/Mon oring Visit Log/
Monitoring Visit Report

PR

Monitoring Visit Report

FErealewd
Monitoring Visit Report
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5.2 Selection of Protocols
Wiz THREEFEZIRIFE P ADTFLFERE -
The following criteria may be considered when selecting
protocols for monitoring visits:
521 F i AP FHANT 2 AT REHFEFRGRS) -
5.2.1 Principal Investigator Initiated study/trial (High risk).
5.2.2 % ¥ iRk #%k %
5.2.2 Early phase clinical trial.
5235 %L R~ gitmzFiE o
5.2.3 Protocols sent by reviewers for IRB full board discussion.
524 F EREH SERESJFHRBHL - A EREE R 4
A& SRk 1L RRTIF A2 it
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.

5253 B AF BEF2 R NA AR F VALK

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.

D26 W MHHEHG AFL AR REL HrgARTF AL
&Ii o

Vs

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.
52786 (e gkl idd A agrassit).

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.)

539 s aw it
5.3 Pre-Visit Preparation
5.3.1 &Kyt B8
5.3.1 Preparation by IRB staff

5311 P AWMETEI B AR TP APET > D
SRS R T RN AL PR

5.3.1.1 The staff member should contact the Pl 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.

5312F A FAFAELAFA PN THE PR
Sk o T FEFETRPEL R e

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.

53134 HiFRF R{lFewhAEEL g2 - 1 =1% f
(27 - 22 pFEPEFRLE) 2850 A4 F
FREFRLRBEPEAE  J R BT E
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 % s Fi#F 82z "L 8884 ) 16822
H* AL 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 4% Fie78 4

5.3.2 Preparation by Monitors

53213 F "9y 8 et o

5.3.2.1 The monitor should read the Monitoring Visit Log
carefully.

5322 @ EBFHEFFF 2 H2 T332 o

5.3.2.2 The monitor may review the protocol of the study
conducted on the research site.

533 FaifFAfFupe iy
5.3.3 Preparation by the PI or the Protocol Contact Person

5331 L F 3 ksrd p o

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

5.3.3.23p L § % RERREE A H o
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.

5.3.33F % i K & -

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

SAF 4

5.4 Monitoring Visit
54182 BRI FFALF A H5-L2 TFe8 844 0
5.4.1 The monitors should bring the Monitoring Visit Log

completed by the PI.
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5.4.2 The monitors should check each item listed on the
Monitoring Visit Log, including:
542144 B¥2 TRFEERLE 0 UARRE Y PLURA o
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 % r%éﬁ‘gki%‘J PREE R L p o

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

5423 't AT LR FMEF p U RRRAPIATEE N
B
5.4.2.3 Selecting subjects’ files randomly for review to ensure

that the research implementation has followed the
approved protocol.

5424 @@ T % X HE PRE P& FER-
5.4.2.4 Observing the process of the signing of ICF.
BA25BERNGFE =~ B2 B8 L BAF PR o
5.4.2.5 Observing the operation of the research implementing
unit, research site, and other needed equipment.
5426 %3 XPHEZ AL P FIAFAEFZTRR o
5.4.2.6 Giving comments to the visited site and requesting the
PI to respond promptly.
559+ a8 g
5.5 Post-Visit Follow-Up
5513 8 v &
PHEALZARFAEILLE  RBAGBIIFIpN S TR B
LRBWE -
5.5.1 Representative of Monitors
The representative of monitors should compile the

23.08.10
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reviewers’ comments and complete the Monitoring Visit
Report within 6 work days.

5.5.2 ky%4 R
5.5.2 IRB Staff
5521 #FH P ARBHFLRELIFAF L EFY R
AFAAE (THRFEAL) AL TRPEATR
FALE28 BRI IvAY BRI AR 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 PI 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 %3 F A wRi RIhiT- X gPEFAHEL 0 L
BARM TR, THE P ARE o

5.5.2.2 Atfter the PI 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 % ¢ 7%
5.6 IRB Board Meeting Discussion
5.6.1 Kyet B HIFL 5|~ & € RAT o

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

527 ARARFE AR, 2L AL 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.

57RH FA&RE R
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5.7 Follow-Up on Resolutions of Agenda Items
x gitmis 2 AR yPL AN E Y o
Follow-up actions should be taken according to the IRB full
board resolutions.

5.8 & &3

5.8 Records Retention
AR R RSRAeT R XL R L ke
Relevant personnel should keep all records carefully following
the guidelines below.

Monitoring Visit Log the trial is closed

IRB 9= % R SRR

P BB

2 Monitoring Visit Report IRB Office At Ieast_ 3 years after
the trial is closed
L o - IRB #%#2 % REE RS 3E
& Ly 2 2 7 3 ] v
3 ArPAGaLR ) ED IRB Office At least 3 years after

Monitors Selection Form S
the trial is closed

6.5 i

6. Appendices
6.1 F ¥ 34 cérd
6.1 Monitoring Visit Log
6.2F ¥ AR EIHFL
6.2 Monitoring Visit Report

637+ A% ALH IFL
6.3 Monitors Selection Form

HBE Py X i Bk wd T ($023]08.10)
Document Number Name of Document Retention Retention Period 2
Location A
, , IRB #%. % REEEE s 3 &
PR E REE T+ ? v
1 ek ° IRB Office At least 3 years after




