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1. The title of the document was revised.
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2. This version was converted from “Version 5.4 of the
Standard Operating Procedure of the Human
Research Committee.”
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R RN

The original “Human Research Committee” was

renamed “The First/Second IRB Committees.”

BirlliEzd fiEda o

Amended the appointment procedure of Chair in Item

1.1.
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Amended dutles and respon3|b|I|t|es of all personnel

Signing statements of confidentiality and conflict of

interest.
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“Human clinical trials” was changed to “Human

research/clinical trials.”
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5. Amended 6.6: "Adverse drug reaction" was changed
to "unexpected serious adverse drug reaction.”
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1. Amended Item 1.1: “Shared appointment” was changed to “The same person can be
appointed as the Chair of both committees.”
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2. Deleted ltems 1.10 and 2.8 concerning the obligations of the Chair and Vice Chair to
sign statements of confidentiality and conflict of interest and to observe relevant regulations.
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3. Amended 1.11: Added “The Chair serves as the Coordinator of Document Revision
and Standardization Group.”
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4. Amendments to the duties and resp0n3|b|||t|es of the Vice Chair: Added Item 2.3: The Vice Chair is the
deputy of the Chair; deleted Item 2.4: Appoints Reviewers/Independent Experts; deleted Item 2.7:
Serves as deputy; replaced “Serves as the Coordinator” with “May serve as the Coordinator on behalf of
the Chair” in Item 2.5.
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5. Amendments to Section 3 Replaced “Duties of Committee Members” with “Duties and
Responsibilities of Committee Members;” amended the regulation about the hours of
training received on human research/cllnlcal trials in Item 3. 6
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6. Amendments to Section 4: Replaced “Duties of Expert Consultants” to “Duties and
Responsibilities of Independent Expert Consultants;” amended the frequency of
receiving training |n ltem 4.2 by deleting “every year.”
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7. Amendments to Section 5 “Duties and Responsbilties of Executive Secretary”: Replace ‘The Executive Secretary recommends

Reviewers and Independent Expert Consultants. " with “The Execlive Secretary appoints Commitiee Members or Independent Expert
Consultants to review or monitor new research protocols or ongoing research." in Item 5.5; deleted the following items related to duties
authorized by the (Vice) Chair—ltem 5.8 “The Executive Secretary appoints IRB members to review cases,”ltem 5.9 ‘The Execltive
Secretary reviews low-risk cases of protocol amendments, continuing review and project closure,” and Item 5.10 “The Executive
Secretary reviews reports of protocol deviation.
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1. Added item 3.8 “Resignation, Termination, and
Replacement of

IRB Members.”
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2. Added the explanation about the term of appointment
of staff members in item 6: “A staff member may be
appointed for an indefinite term. If the Chair/Vice
Chair considers a staff member incapable of continuing
with the job, another qualified individual may be
appointed to replace the staff member. However, no
more than one staff member shall be replaced at one
time in order not to affect the operation and functions
of the IRB.”
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1. Following the suggestions made by site-visit
reviewers of FERCAP (Forum for Ethical Review
Committees in Asia and the Western Pacific), the title
of this SOP was renamed “IRB- Personnel
Management- 2003: Responsibilities of IRB Members
and Staff.”
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The format of the document was adjusted.
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1. “9. Record retention” was added.
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2. “10. Appendices.” was added.
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1. “Independent expert consultants” was changed to

“expert consultants”.
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2. Revised item 3.8.2 to be “IRB membership will be
terminated if one or more of the following situations
occurs.”

3. #¥#r# 101102

3. Appendices 10.1 & 10.2 were replaced.
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Blank. Continued on next page.
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The title of the document was revised.
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The original “The Flrst/Second IRB Committees” was

renamed “The IRB Committees”.
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Add the term of the “Third IRB Committees”.

Beci L RRY o

The Duties and Responsibilities of the Chair were

revised.
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“5. Duties and Responsibilities of the Director of the

Administrative Center for Human Research Ethics

Review” were added.
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Changed the original item number 5 to 6.
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Changed the original item number 6 to 7.

g 755 8o

Changed the original item number 7 to 8.
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Changed the original item number 8 to 9.
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10. Changed the original item number 9 to 10.
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11.Changed the orlglnal item number 10 to 11.
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| | 12 |12.Revised item 8.5: “The revised standardized|20230717
documents shall be reviewed by the First, Second
and Third IRB Committees and approved at the IRB
board meeting. Signed and approved by the
Director of the Administrative Center for Human
Research Ethics Review, the revised documents shall
then be submitted to the Quality Management Center
for follow-up management procedures.”
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13.Appendices 11.1, 11.2 and 11.3 were replaced.
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Complied with the regulations of TCVGH, this document

was re-examined on 26 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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1. Duties and Responsibilities of the Chair
115%-/5%-/5%=2F1hR%4aL2 ¢ 2L AFd izl F
d - Ao
1.1 The Chair of the First/Second/Third IRB Committees shall be

appointed by the Superintendent. The same person can be
appointed as the Chair of both committees.

12 25%- /2152 Py w23 a2 A €L -

1.2 The Chair serves as a member of the First/Second/Third IRB
Committees.

13 R L5 -2 /52 A MFETHREFLLE € o

1.3 The Chair represents the First/Second/Third IRB Committees.

1A 25 -2 /5%=2 AP 6RF AL R €L 85058 RIx3E
N2 ZH o
2 S

1.4 The Chair approves the list of IRB Members/ Expert
Consultants/Advocates of Research Subijects.

15 &H#a s RETFFREERL L -

1.5 The Chair invites expert consultants to provide expert advice
on protocols.

LG@%ﬁ?ﬁﬁiﬁﬁéiﬁ%%i°

1.6 The Chair invites advocates of research subjects to provide
comments on protocols.

17 8 F Lo fr@Zm 3 o

1.7 The Chair signs official documents and certificates.

1815 - /252 "HFTHEFALLA €~ € > 11 TE ke

1.8 The Chair conducts board meetings of the First/Second/Third
IRB Committees and approves meeting minutes.
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1.9 The deputy of the Chair should be the Vice Chair.

110 s -/ /5= A WMFE T R340 ¢~ 2337
BZEA TR R

1.10 The Chair serves as the Coordinator of Document Revision
and Standardization Group.

2.8 E4 FBE
2. Duties and Responsibilities of the Vice Chair
21 5% -2/ APy REEFHLE € L H - =RiEzL f

2.1 Each of the First, Second and Third IRB Committees has a
Vice Chair.

22 LA Mmy kg AL R 4R -

2.2 The Vice Chair serves as an IRB member.

23 5 iEL ARGERILA o

2.3 The Vice Chair is the deputy of the Chair.

2AFE AL GG ALE ¢ TREAE

2.4 The Vice Chair supervises the administrative affairs of the IRB.
25@ A ZL A EREL 2B B B o

2.5 The Vice Chair may act on behalf of the Chair as the
Coordinator of Document Revision and Standardization Group.
2.6 mdLi m4 fdpinz ApM E T o

2.6 The Vice Chair completes relevant tasks assigned by the
Chair.
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3.4 f &% BT
3. Duties and Responsibilities of IRB Members
BLAFHaEFFEA RER 25

3.1 IRB members are responsible for reviewing protocols and
revising standardized documents.

B2 %5 AMETKILE LA ¢ LM R -
3.2 IRB members should attend relevant IRB meetings.
33 WhAMFTWEFELL § §ARELFEF L7 hF TR

% o

3.3 IRB members may vote on protocols and motions at IRB
meetings.

BAFEHRA A FR T EELBERZ I AR ERIR T EE A -
J}‘__': o

3.4 IRB members should not be absent without excuse from three
or more meetings or from more than one-third of required
meetings during a term of appointment.

3543 TAB/BA LR Lt 4B Eir o

3.5 IRB members shall complete relevant tasks assigned by the
Chair.

365 & iR T IR KISyl A ML ERpMAY VR

3.6 IRB members shall receive enough hours of training on human
research/clinical trials every year.

3.7 ié‘%‘ﬁ“"iﬁﬁ‘ AR R 2 R R A P 2 1i§
:’r«? "“3’353}%’?1

3.7 IRB members shall sign statements of confidentiality and
conflict of interest related to human research/clinical trials,
abide by relevant regulations, and follow the principle of
avoidance of conflict of interest.
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3.8 Resignation, Termination, and Replacement of IRB Members:
38lLfixEHhe WuFa > twiEZd AL K1z
Byais o w2 aflinymg
3.8.1 IRB members may submit resignation to the Chair in
writing during a term of service. Once approved by the

Chair, the resignation shall be submitted to the Ministry of
Health and Welfare for recordation.

382% [ 3 TN - F A AR

3.8.2 IRB membership will be terminated if one or more of the
following situations occurs:

3821 EHPM A E LRI AR ERIR B A2
— J'/( ’l' o

3.8.2.1 Unexcused absence of a member from three or more
meetings, or from more than one-third of the required
meetings, during a term of appointment.

3822 F% 4%k TF FEDRERUD > F3 =z =

oo

3.8.2.2 Three or more incidents of a member being
responsible for reviewing protocols and causing delay
of board meetings due to unexcused reasons.

3.823 ftdF Pl wRA -

3.8.2.3 Serious violation of the principle of avoidance of
conflict of interest.

383 Z A Mapr AL 24 SRV
B SO EEAR PR EH fiﬁép w2 AT
# o

3.8.3 When there is an IRB member vacancy, the candidate for
the vacancy may be recommended by the Chair or all

other IRB members, or selected through open elections.
Once approved by the Chair or by the IRB board meeting,

2026.04.10
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the name of the new IRB member shall be reported to the
Ministry of Health and Welfare for recordation.

4.5 F&IFE BT

4. Duties and Responsibilities of Expert Consultants
ALEFHETH -

4.1 The expert consultants are responsible for reviewing protocols.
42 = A M T REEAP M 237 25 -

4.2 The expert consultants shall receive training on human
research/clinical trials.

b 5 TAME YRR R R I E e ER T 1@5’}
S E R ERR -

4.3 The expert consultants shall sign statements of confidentiality
and conflict of interest related to human research/clinical trials,

abide by relevant regulations, and follow the principle of
avoidance of conflict of interest.

4.4 I P75 F M ZRE A e S EPEEILOE o

4.4 All relevant stipends within the term of appointment shall be
recorded, and the record shall be made public if necessary.

45 &R S m L R~ g.i«% Pﬁ%‘ﬁ’dw*%fi?w**
HE S ZRERAERZ & Roo

4.5 The expert consultants may be advocates of patients,
advocates of associations of patients, or experts from different

fields including medicine, statistics, social science, law, ethics,
religion, and others.

46 % 7B EFFE TR ARER

4.6 The expert consultants are non-voting attending members at
IRB board meetings and have the right to voice opinions at
meetings.
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5. Duties and Responsibilities of the Director of the Administrative
Center for Human Research Ethics Review

S1ELZAMET R AL AL E o

5.1 The Director may be an IRB member.

52123 £ IRB ¢ 432 & iF o

5.2 The Director Coordinates the operation of various IRB affairs.
53 f 75 P ¥ EBEEAMITE -

5.3 The Director manages the daily business of the Center and
coordinates related operations.

5.4 3¢ w1t ] 2k

5.4.The Director conducts the working group meeting of the
Center.

6.4 i7inE MY

6. Duties and Responsibilities of the Executive Secretary
6.1FZ A ML hRFLLAELRA o
6.1 The executive secretary may be an IRB member.
6251 FL FHRBELEEAEER (B) 134 [ 237

6.2 The executive secretary may act as the deputy of the (Vice)
Chair if authorized by the Chair.

633 FFa ERAIFEL L TARAFTEF N T ER o
6.3 The executive secretary shall review standardized documents

at least once every two years and make suggestions of
amendments based on needs.

6.4 LR B2 RILARI DHIR 7 IE R IALDE T K

6.4 The executive secretary shall promptly propose amendments
to current operational procedures in accordance with proper
legal and ethical practices.
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6.5 The executive secretary appoints IRB members or expert
consultants to review or monitor new research protocols or
ongoing research.

6617%«“1—?: ifl\izé’imﬂjﬁ éﬂ—»v@ﬁ :I'E,]UO

6.6 The executive secretary communicates with principal
investigators (PIs) to discuss about and respond to inquiries or
complaints made by research/trial subjects in the initial stage
of handling such inquiries or complaints.

67P(w)'ﬁiﬁ#%1§‘ |TEFHATPERF 4G
6.7 Authorized by the (Vice) Chair, the executive secretary may be

responsible for judging whether submitted protocols qualify for
expedited review.

6.8 g2 (®]) 2 iz4 Rdpivz ApM T -
6.8 The executive secretary shall complete relevant tasks
assigned by the (Vice) Chair.
6.9 Bir A Z(R)AEL R > &d (R L FREFTFLR S
Ej‘_’_ o
6.9 The deputy of the executive secretary shall be the (Vice) Chair
or a senior IRB member authorized by the (Vice) Chair.
610%%%%ﬁ4@¢1/$%@%7%% flgegEgEpd I
SRRV S U
6.10 The executive secretary shall sign statements of
confidentiality and conflict of interest related to human

research/clinical trials, abide by relevant regulations, and
follow the principle of avoidance of conflict of interest.
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7. Duties and Responsibilities of Staff Members

Staff members are administrative staff of the IRB. Staff members
are appointed by the Director of the Center. The Director issues
employment contracts to the staff members. A staff member may
be appointed for an indefinite term. If the Director considers a
staff member incapable of continuing with the job, another qualified
individual may be appointed to replace the staff member.
However, no more than one staff member shall be replaced at one
time in order not to affect the operation and functions of the IRB.
The duties and responsibilities of staff members are listed below:

7.1 %3LY g it o
7.1 Staff members accept and handle documents of submissions.
T23% %~ 122 85% 4 o

7.2 Staff members conduct initial procedural review of
submissions.

73408334 0 B A E E 4 L& Féﬂ\ﬁ\:@‘\‘#?]a°

7.3 Staff members facilitate the communication with principal
investigators (PIs) to discuss about and respond to inquiries or
complaints made by research/trial subjects in the initial stage
of handling such inquiries or complaints.

74%47?&%@1%,@@%“;‘1@? PR AEE B2 EAGERL
SRR A mé\im%ﬁ*?%%¢%ﬁm%ivﬁo

7.4 In accordance with TCVGH-IRB Standard Operating

Procedures, staff members issue IRB documents such as

Certificate of Approval, Manual for Procedural Reviews,

Certificate of Project Extension, and Approval of Study
Closure.

7587 2§k ‘E‘zﬁ’j7 ARET T Rk

7.5 Staff members facilitate continuing review of human
research/clinical trial protocols approved by the IRB.

TO B IR 2P B E B3 L F Rend 3F o

7.6 Staff members handle reports of unexpected serious adverse
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7.7 Staff members keep track of the progress of the review of
protocols.

78 FE HAM Y A WP RRFALR £ AR LM
'7'&;? o

7.9 Staff members keep and maintain IRB related files and
documents.

(KRR SRR R ES BRI

7.9 Staff members process all official letters, notices, and
memorandums issued by health authorities.

7.10 Kye 4 RUAS 255 4D B2 kAT o

7.10 Staff members organize training courses on human
research/clinical trials.

7L B4R T RS AN M o sk AL ¢

7.11 Staff members provide consultations and maintain a website
about human research/clinical trials.

7.12 5 FAMPET GRS AL R €% g2 TRt & EREE
g,\ b\"l;}‘g‘_'.l.{iﬁ%r\kxgpiw R iEIRE R o

7.12 Staff members are responsible for administrative work
related to IRB meetings, including preparing meeting
agendas and minutes and submitting the minutes approved
by the IRB Chair to the Superintendent of TCVGH.

7.13 % ¥ Iﬁ TAME LRGN R JIF R EER L > iER
BRMT P RE AR FTREIMMET T DB RALEE
F i o

7.13 Staff members shall sign statements of confidentiality and
conflict of interest and follow relevant IRB regulations to
protect the confidentiality and privacy of the content of

meetings, protocols, and personal information of
research/trial subjects.

fooonnad
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8. Duties of the IRB Document Revision and Standardization Group
81d (@) LizL ATz L -
8.1 The (Vice) Chair serves as the Coordinator.
B2REMd 2B A& L EARRTRELR - FHEEAA -

8.2 Meetings are chaired by the Coordinator or a senior member
appointed by the Coordinator.

834pini 59 rHx- /= P REFLELAELE 58 o
8.3 The group has 5 to 9 members appointed from among IRB

members.
84 f F Ay hEF LA EHFENML Bl Fi vl
T:;T o

8.4 Members are responsible for composing, reviewing, and
revising IRB standardized documents.

8.5 123 197*$-EILQI~/E';_§:— 5 -2 %= Aﬁﬁﬁﬂ%%ﬂ%ﬁ
ﬁg EHRPH > AP REFAFRY v ZRF

¥ s 3 rr'?"r?ﬂ“ AR A iﬁ?mﬁaﬁ.ﬁ* °

8.5 The revised standardized documents shall be reviewed by the
First, Second and Third IRB Committees and approved at the
IRB board meeting. Signed and approved by the Director of
the Administrative Center for Human Research Ethics Review,
the revised documents shall then be submitted to the Quality
Management Center for follow-up management procedures.

9%%%#%%?
9. Duties of Advocates of Human Research/Clinical Trial Subjects
9.1 %% T3 242 %#
9.1 Advocates of subjects represent vulnerable subjects.
9.1.1 A = & 4
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9.1.1 Children

9.1.2 £ 7|4

9.1.2 Prisoners

9.1.3 i@ &

9.1.3 Indigenous people

9.14 2 ¥

9.1.4 Pregnant women

9.15 & w iz

9.1.5 Persons with physical or mental disabilities

9.1.6 H#4 &

9.1.6 Persons with psychiatric disorders

9.1 7H ¥4 £ p A s; 2P RRIEE 3P A (blde @ A F]
?m%i J H’L«‘%L”‘*/wfl%f?ﬁ,\.gﬂ\é;’@,
15‘ SR ﬁ P

9.1.7 Other persons with limited decision-making capacity or
restricted autonomy (e.g. economically disadvantaged,
undereducated, being in a medical emergency and lacking
adequate time to think, or terminally ill.)

92 BXFHu g2 M ELFAARKFALL 67 F 473
oo R B

9.2 Advocates of subjects may be invited to attend IRB board
meetings to review relevant protocols or offer suggestions.
Advocates of subjects are non-voting members in attendance

at IRB meetings and have the rights to voice opinions at
meetings.

NS A
=

~
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10. Record retention
Relevant personnel should keep all records safely following the guidelines below.
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1 A& IRB 72" % | Atleast 3 years after
Taichung Veterans General Hospital IRB IRB Office the appointment is
Chair Evaluation Checklist over
‘U GEFAAR §LRE EHELGL 8
2 ¥ % IRB 7%= % | Atleast 3 years after
Taichung Veterans General Hospital IRB| IRB Office | the appointment is
Member Evaluation Checklist over
fj‘_%’;ﬁ w2 F HTre? v . FHERET 34
3 Staff Evaluation Checklist of ~the l:;%ﬁf;l cj(; attaliisgogin){renagzt&ifer
Admlnlstratlvg Center for ~ Human over
Research Ethics Review
11542 o

11. Appendices

11.1 A AT 3 512

$hif¢1Etfmp4

11.1 Taichung Veterans General Hospital IRB Chair Evaluation
Checklist

112 A = 7 532

S ES W EY AT

11.2 Taichung Veterans General Hospital IRB Member Evaluation
Checklist

113 A7 GRF LY w2l T4

11.3 Staff Evaluation Checklist of the Administrative Center for
Human Research Ethics Review
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