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Newly composed
B | 5 |1 L= 4o 20141125
1. The title of the document was revised.
2.4 AR RL R ¢ R TRAEA 5.4 RER SR
X o
2. This version was converted from “Version 5.4 of the
Standard Operating Procedure of the Human
Research Committee.”
C| 5|1 M A%kt R e, L5 % -/ Ay 653220160318
FhLA g e
1. The original “Human Research Committee” was
renamed “The First/Second IRB Committees”.
2. B 553 ATH AL A HD A WET AR F AL R
§F PR -
2. Revised item 5.5.3: Added the requirement of
orientation for new IRB members.
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D S 1. 2 5.1 AR BZ 4pRE 2 i o 20170709
1. Revised the list of relevant documents in item 5.1
Flow Chart.
2. 3521 RAN ATH F A E L BEFERS o

2. Revised item 5.2.1 Tralnlng Topics: Added “IRB
Standard Operating Procedures.”

3. 1:x5216 % "T$hE2BBEBEERAE |-

3. Revised item 5.2.1.6 into “IRB Standard Operating
Procedures.”

4, 3:25522 % B %7 VIRAFE RKPEA KT VRPE
B o

4. Revised the topics of training for IRB members and
the hours of training for staff members in item 5.5.2.

5. 2: 554 MR K7 IR KKAZ PFHSLG] o

5. Revised item 5.5.4: Added the sources for online
training and the limitation for the hours of online
training.

6. B:x5.7.1#% &3 REM 1 J",f Fr&ex 1 2% o

6. Revised item 5.7.1 concerning submission of proof
of training: Deleted the word “photocopies.”

7. {H'J",fl,%z it 6.1 2 B By REESELE RG22
TA By ' yGesthd & oo

7. Deleted the original appendix 6.1 “Portfolio of
training records of IRB members” and the original
appendix 6.2 “Portfolio of training records of staff
members.”
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" Internatlonal Conference on Harmonlzatlon of
Good Clinical Practice Guidelines (ICH GCP),
2016 -

1. Updated the year of reference 3.1 to 2011; Revised
reference 3.2 into “International Conference on
Harmonization of Good Clinical Practice Guidelines
(ICH GCP), 2016.”

2. &y FERCAP R A2 E 3% > #7H %+ < i 3.3

rThe Council for Internatlonal Organlzatlons of
Medical Sciences (CIOMS), International ethical
guidelines for health-related research involving
humans, 2016 | -

2 Following the suggestions made by site-visit
reviewers of FERCAP, reference 3.3 “The Council for
International Organizations of Medical Sciences
(CIOMS), International ethical guidelines for
health-related research involving humans, 2016” was
added.

3. &Jy5 FERCAP R"E #4212k > 3 4v 5.2.1. 7 X R K
LR IE R A A4 5218 A E L g A

ER(e z X FLTHEFE BT R ‘iwﬁiﬁféi)

3 Followmg the suggestions made by site-visit
reviewers of FERCAP, item 5.2.1.7 “Risk/Benefit
Assessment for Clinical Trial Subjects” was added.
And item 5.2.18 “Key points in reviewing all types of
protocols (including those involving vulnerable
subjects, amended protocols, reports of continuing
review, etc.)” was added.
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A4. Revrsed item 5.4.1.2 to be “étaff members shall
submit aCFﬁlrcatron forms for approval from relevant
units and hospital superiors.”

L 773452195 MG MBHIIE TR 2§ E5HET 77 20190527

1. Added item 5.2.1.9 Educational training on the
disclosure of financial conflicts of interest and
responsrbrlrtres

2. *frivgr S. 5 S5y EF*RE Y RFETFEDI ,5
,E;}' J%'/F7?J;f§“‘ﬁ?ﬂm?{§g"ﬁ ‘s
= 3 £ - =

2. Added item 5 5.5 Before execution of the research
|or01ect each research personnel must receive at

ast 1 hour of educational training on conflicts of
interest, and followed up with repeated trainings at no
less than once every three years thereafter

1. 554 %4 ' LHFHFZ LT 2 0P o 20210528

1. Added the description "not subject to this restriction
during pandemic” in item 5.5.4.

AMEZe o REFTE o
Blank. Continued on next page.
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Date of Implementation

H | 9

o

o

e !\’ NP

ER AR E A
The title of the document was revised.
1%' Do -2 AT E‘”%Ei e
T GEELLR g
The original “The Flrst/Second IRB Committees”
was renamed “The IRB Committees”.
e PR AP GREFAELE G Lo
Add the term of the “Thlrd IRB Committees”.
T e ) Bt d TAME Y BILE E (TIPS o
The  original “Secretarlat was  renamed
“Administrative Center for Human Research Ethics
Review”.
i 5.4.1.5 1 F FEFARTINACE FE F]F 0 F AR
3% IRBZR -1 FA B~y A REFRT VR
Added item 5.4.1.5: If due to extraordinary
circumstances such as the pandemic, the video
training session can be provided to IRB members,
staff, or research Personnel
222553 {4 ATI 2 LR g E2Z LA X
Py 2 e e
Revised item 5.5.3: Added “The IRB member who
has appointed by the newly established IRB
committee are exempt to this restriction.”
2:x 554 pF o
Revised item 5.5.4.

e T AR

20230717

NP PINN

373 5.2.2.0 1 [ u[RAE -

Added item 5.2.2.0: Gender Issues.
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Processing Unit Review Comments Head of Processing Uni
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There is no need for review by other departments or
divisions.

Xt g7 P AMF AR LGP » v EWEFERETTHE 2 F o

% 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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1. Purpose
The purpose of this SOP is to manage the organization of training
courses and conferences in order to enhance professional
knowledge of IRB members, staff, and research personnel in the
science, ethics, and regulations regarding human research and
clinical trials.

258 * §° ]
CARBRAMAET GRS ELR 2L R R EFT AR BEK
TR E Iahi ok F AT R

e

o]

2. Scope
This SOP applies to the management of education and training for
IRB members, staff members, and research personnel of TCVGH.

2 o>
3_%\5’\7 1=

3. References

3.1 World Health Organization, Operational Guidelines for Ethics
Committees that Review Biomedical Research, 2011.

3.2 International Conference on Harmonization of Good Clinical
Practice Guidelines (ICH GCP), 2016.

3.3 The Council for International Organizations of Medical
Sciences (CIOMS), International ethical guidelines for
health-related research involving humans, 2016.

-L"FF if\%

4. Definitions
4.1 73t ¢
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4.1 Conference
Individuals or representatives from various organizations
convene to discuss and investigate topics of common interests.

4.2 €&
d - AN Eptdhiemd S - Rk o
4.2 Meeting

Two or more individuals meet to discuss how to reach a
CONSensus on a certain issue.
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5. Procedure
5.1 AR BIRE AL R § KT R ALE
5.1 Flow Chart of IRB Education and Trainin
in AR T A
Flow Chart Responsible Personnel Relevant Documents

TR Rk

LR

Approval

Yes
A\ 4

g 3 ,ﬁ K t"|
Training Application

No

7L
training session

2" Organizing a

No

»23 % i Outco
Assessment

Yes

A 4

28 2" U P Issuance
of Training Certificates

A 4

Training Records

;

% 4% 1% 3 Records
Retention

C

)

P E/(R)iEd R
WEERE
The Director of the Center /
Chair or Vice Chair /
Executive Secretary

fedRE p /P i iz/
AEZR
TCVGH Superiors / The
Director of the Center / Chair|

AyeEL B
Staff members

[EN RGeS Sl
TCVGH/Non-TCVGH
Organizer

[EN NS 2 3 il
TCVGH/Non-TCVGH
Organizer

AyeL B
Staff members

AyeL B
Staff members

Jl' ﬁp%ﬁ.f-*p Ffﬁ‘g ¢ \:F T\
Training Application Forms

g
Approval Documents

21 3

R R
Application Forms/Sign-in
Sheet/Receipts

VRGP £
Training Certificates

VIREP F
Training Certificates

Jl' ﬁ }';]9 4+
Training Certlflcates
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5.2 Training Application
5.2.1 A “ﬁ BN}

‘Jr“i*épi %Ji‘%‘f‘lm«— ER I ﬁﬁgxf?«?”%ﬁiﬁéﬁ
BT PELET PRAF 2 DR AR F

5.2.1 Training Topics

In order to enhance professional knowledge of IRB
members, staff members, and research personnel in the
science, ethics, and regulations regarding human research
and clinical trials, topics of training courses and
conferences may cover the following areas:

5.2.1.1 B LRk 7% g o 3 Y

5.2.1.1 Regulations and guidance on good clinical practice
SRI2 LS BHFLEHEFI AT S -

5.2.1.2 Belmont Report and Declaration of Helsinki
5.2.1.3 i %48 -

5.2.1.3 Ethical issues

5.21.43p 0 i* & -

5.2.1.4 Relevant laws and regulations

52154 M A1 F ~ HiF TRE B frF 22 6 hFE o

5.2.1.5Relevant development in the aspects of science,
technology, environment, health, and safety

5216 % 4 ¢ 2 L BiTEAE o
5.2.1.6 IRB Standard Operating Procedures

5.2.1.7 £3#H 2 b /{1525

5.2.1.7 Risk/Benefit assessment for clinical trial subjects
5218 A3 4 %2 FAEW(e 32X T%F BT %
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5.2.1.8 Key points in reviewing all types of protocols (including
those involving vulnerable subjects, amended
protocols, reports of continuing review, etc.)

5.2.1.9 Rl :}i;% P4 z}mf 7 frx e —g— ix E"ﬁi‘{{? 20 4R o

5.2.1.9 Educational training on the disclosure of financial
conflicts of interest and responsibilities.

5.2.2.0 Fuzk¥
5.2.2.0 Gender Issues

522" RFE %

5.2.2 Types of Training by Organizers
5221 A ¢ Ay H s H 9% &%

5.2.2.1 Training organized by TCVGH or co-organized by
TCVGH with other organizations

5.22.2 Fr th BB 7H2 2R o
5.2.2.2 Training organized by non-TCVGH organizations
534
5.3 Approval
S3LEFHRM L, by IR T EMIRINL T PAER R

5.3.1 Requests for organizing training within or outside TCVGH
shall be submitted to and approved by TCVGH superiors in

writing.
532 %8 (%) DBEEMMEAPN KT VR T EMEIRE T
Pak R

5.3.2 Requests for taking official leave to attend training
sessions within or outside TCVGH shall be submitted to
and approved by TCVGH superiors in writing.

5.4 7121
5.4 Organizing Training Sessions
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5.4.1 The Administrative Center for Human Research Ethics

Review may organize relevant training sessions based on
the needs of IRB members, staff, or research personnel.

541.1 &'3@7,{31‘ 'Frn/—&? é, f«rj};(c‘ ,\,jz_J—;L;J‘ pﬂtﬁEP\ P _f ;%Hé;‘
A LHEZIEE SRS > SO TN

5.4.1.1 The Administrative Center for Human Research Ethics
Review shall announce the information regarding the
content, time, instructor(s), and booked venue of the
training sessions.

5412 Ayt R kRiap RZTFNY 35 TGl ApH H =
iRk E PR R e
5.4.1.2 Staff members shall fill out and submit application

forms for approval from relevant units and hospital
superiors.

5413 KyEA BN ART TGS R A dc TG B37E

RELZ Bl -

5.4.1.3 Staff members shall confirm the number of participants
before a training session starts, and order meals and
print handouts for participants if needed.

5.41.4 Kkt B3 A B A - BTIE - AR E
E 1] ]g ;!’l‘fﬁ;%%j_g X l% * o

5.4.1.4 Staff members shall prepare a presentation
pointer/clicker, a camera, a sign-in sheet, and the

receipt for the instructor’s honorarium on the day of the
training session.

5.4.1.5 %ﬂ#’fﬂ;‘}%ﬁ‘?‘ﬁ'ﬁrﬁﬁ‘:ﬁ 'ﬂ—% v 1B AR A% IRB £
S S ISR ek e
5.4.1.5 If due to extraordinary circumstances such as the

pandemic, the video training session can be provided
to IRB members, staff members, or research

(2026.04.10)
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5.4.2 Regarding training sessions co-organized by TCVGH and
other organizations, staff members shall announce

relevant information on the IRB website and notify all IRB
members of the events.

5.5 = 23 F i
5.5 Outcome Assessment
551 2 B HART R RKyEE 22 LU T RE P EE 3 NiEE
R 0 FEFTRA f By TomzEp o
5.5.1 The outcome of training sessions may be assessed by
administering tests or requiring participants to fill out
qguestionnaires depending on the guidelines set by the

organizers of the training sessions. Training Certificates
may be issued to qualified participants.

524 R FE#RBELIT 6 Tk T2k T3¢
i%ﬁﬁ%ﬁﬁJiﬂﬁﬁ&ﬁﬁﬁ%ikfmﬁ KA
BREL 6 )R 2 Va7 R IR R 2 2
FAERNER S o

5.5.2 IRB members shall complete at least 6 hours of training
each year on the topics of ethics, laws and regulations,
IRB Standard Operating Procedures, and other topics
related to clinical trials. Staff members shall complete at
least 6 hours of above-mentioned training. IRB members
and staff shall submit photocopies of proof of participation
in relevant training to the IRB for recordation.

553#TiEL A BEXBI KT (FE 1< ¢gFh TdREY
=% R 5 \ézﬁ% 2 Hik % h ) EFMLEHEA ALY
—lZ 2 AT RRFALREE A (AT 22 4
Agrroriz2 £ 072 <00 )

5.5.3 A new IRB member shall complete the orientation before
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the term of appointment (the orientation consists of
attending an IRB board meeting and being guided by a
current senior member to review two new protocols). An
IRB member who is newly appointed on one IRB
committee and has served on the other IRB committee
previously does not have to go through the orientation
process again. (The IRB member who has appointed by
the newly established IRB committee are exempt to this
restriction.)

55433 i A E AL S BFAIFAZHEFAT AR 2K
TR RypiE AR TN D g T TR o
5.5.4 The required training hours for principal investigators,

co-investigators, sub-investigators and other researchers
are specified in accordance with the requlations or by the

IRB.
555% @ M~ f R Y #i I FHE L)
~‘fn@r7\?ﬁim?ﬁ P S RE 3E - X o

5.5.5 Before execution of the research project, each research
personnel must receive at least 1 hour of educational
training on conflicts of interest, and followed up with
repeated trainings at no less than once every three years
thereatfter.

5.6 %% EM
WATE RS up AR KPR m R RE R &
TEFVREM S o

5.6 Issuance of Training Certificates
On completion of a training session, the TCVGH or

non-TCVGH organizer of the session shall issue training
certificates in paper or electronic forms.

5.7 5 30 F ol 4
5.7 Filing of Training Records
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5.7.1 IRB members and staff members shall submit training
certificates to the Administrative Center for Human
Research Ethics Review.

S72RPFA A B PEN FER TN A MY G2 AL R
g?":‘:ﬁf’:ﬁ é’ﬁ"%& ©°

5.7.2 Staff members shall file the submitted training certificates
and record them on the IRB Forms of Training Records.

573 ¥z X dresrd b s foRBEP 2 F2- b33 T4 R &
ARE S TR R S BRI

5.7.3 The printed IRB Forms of Training Records and
photocopies of training certificates shall be kept in the
“portfolio of training records of IRB members” and the
“portfolio of training records of staff members.”

5.8 & &% %
AR A B RBiRSpAoT e XL LI Kb
5.8 Records Retention

Relevant personnel should keep all records carefully following
the guidelines below.

% g LA R B | FET
Document Number Name of Document Retention Location | Retention Period
U S A ]
% ﬁ‘—?('s 2 .ﬁ‘z‘ fr*éj IRB 72 % o
1 Portfolio of training records of .
IRB Office 2 years
IRB members
A U S A ]
d1F ﬁ ?Ii \:. .:ﬁ‘z b?*éj, IRB ?"’;22}_%: 2 _&
2 Portfolio of training records of .
IRB Office 2years
staff members
6.5 i+
& o
6. Appendix
None.




