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A 2 Newly composed.
20140519

B 2 1.
1. The title of the document was revised.
2. 5.4
2. This version was converted from “Version 5.4 of the 

Standard Operating Procedure of the Human 
Research Committee.”

20141125

C 2 5
Added Item 5: Award.

20150923

D 2 1. /

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

2.

2. The original “Basic Code Governing the Organization 
and Operation of Human Research Committee of 
Medical Care Institutions” was changed to 
“Regulations for Organization and Operation of IRB 
Committees.”
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E 2 1.

1. Item 1: Purpose was amended in this document to 
comply with the latest regulations on human 
research or trials.

2. 7

2.1
2. Item 2.1 was amended to comply with the 

requirement that any committee in a hospital should 
be represented by both genders, with at least 
one-third of members from either gender, as 
specified in Article 7 of the Human Subjects 
Research Act and in accordance with the monitoring 
guidelines of Taichung City Health Bureau about 
gender-friendly medical environments in hospitals.

20170709

F 2 1. 2.2
1. Item 2.2 was revised to be ”an IRB member's term of 

office is 2 years and can be renewed upon 
reappointment. “

2. 2.2

2. The following statement was added in Item 2.2 
based on the Personnel Office’s suggestion: “When 
a member is changed or a new member is added 
during a term of office, the new member’s term starts 
when the appointment is offered, and ends the same 
as all members.”
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G 4 FERCAP 2.4

Following the suggestions made by site-visit reviewers 
of FERCAP (Forum for Ethical Review Committees in 
Asia and the Western Pacific), item 2.4 was added: “An 
independent review mechanism is set up by the 
First/Second IRB Review Committees in order to 
protect the rights and welfare of clinical trial subjects 
and to improve review efficiency.”

20181026

H 5 1. AAHRPP
1. The following modifications were made according to 

the recommendations of AAHRPP (Association for the 
Accreditation of Human Research Protection Program)
reviewers.

2. 2.5

2. Added Item 2.5: The head of the business (such as 
fundraising for research) cannot be a member of the 
IRB and performs the day-to-day operations of the IRB.

3. 5 5 6
3. Added Item 5: "Evaluation" procedures of operation.

The original item number 5 was changed to 6.
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I 5 1. 5.1 5.2

1. Revised Item 5.1 & 5.2: "Evaluation" procedures of 
operation.

20210528

J 5 1.
1. The title of the document was revised.
2. /

2. The original “The First/Second IRB Committees” was 
renamed “The IRB Committees”.

3. 2.1

3. Revised Item 2.1: Our hospital has an Administrative 
Center for Human Research Ethics Review, which 
has the First, Second and Third IRB Committees.

4. 2.3 2.4 5.2
4. Revised item 2.3, 2.4 & 5.2.
5. 6 AAHRPP
5. "AAHRPP International Certification" has been 

added in Item 6.

20230717
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1.

1. Purpose
Complied with the latest version of Helsinki Declaration of the 
World Health Organization, relevant regulations on human subject 
research or clinical trials issued by the Ministry of Health and 
Welfare, and the latest ethical standards for medical research, the 
purpose of the Institutional Review Board (IRB) of Taichung 
Veterans General Hospital (TCVGH) is to strengthen research 
ethics education for medical or research personnel in order to 
protect the rights and responsibilities of patients, subjects and all 
research participants and improve the overall quality of medical 
research.

2.
2. Organization

2.1
11~21

7

2.1 Our hospital has an "Administrative Center for Human 
Research Ethics Review", which has the First, Second and 
Third IRB Committees. Each committee has 11 to 21 members, 
designated or selected according to Article 7 of the Human 
Subjects Research Act: "The IRB shall consist of five or more 
members, including a legal expert and other impartial citizens; 
more than two-fifths of all members shall not be affiliated with 
the research entity; and the number of the representatives of 
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each gender shall not be less than 1/3 of the total members.”
2.2

2.2 The IRB Chair is appointed by the Superintendent of TCVGH 
from among senior medical specialists of TCVGH. The IRB 
Vice Chair is appointed by the IRB Chair from among IRB 
members.  The Chair and Vice Chair are ex-officio members 
of the IRB. The remaining members are selected either by 
recommendations made by the Chair or other members, or by 
open elections. After the selection is approved in the IRB 
board meeting, the members shall be appointed by the Chair.  
The list of all IRB members shall then be submitted to the 
central competent health authority for recordation. IRB
members are appointed to a term of two years. The above 
appointment procedure complies with the "Regulations for 
Organization and Operation of IRB Committees." When a 
member is changed or a new member is added during a term 
of office, the new member’s term starts when the appointment 
is offered, and ends the same as all members. 

2.3

2.3 The Administrative Center for Human Research Ethics Review 
has set a center director, one or two executive secretaries, and 
several staff members. The Director of the Center shall be 
appointed by the Superintendent of TCVGH. The remaining 
executive secretary and staff members shall be publicly 
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selected by the director of the center in accordance with the 
personnel recruitment procedures. The director of the center 
and the executive secretary can be the IRB committee 
members. The first, second, and third IRB committees can be 
mutually supported by personnel from the Administrative 
Center for Human Research Ethics Review.

2.4

2.4 An independent review mechanism is set up by the IRB 
Review Committees in order to protect the rights and welfare 
of clinical trial subjects and to improve review efficiency.

2.5

2.5 The head of business development (such as fundraising for 
research) cannot be a member of the IRB and performs the 
day-to-day operations of the IRB.

3.
3. Mission

3.1

3.1 Compose human research policies and regulations in TCVGH.
3.2

3.2 Promote research ethics education for medical personnel in 
TCVGH.

3.3

3.3 Review and protect the rights of clinical trial participants.
3.4

3.4 Review human research protocols and research findings.
3.5 /

3.5 Monitor ongoing trials and suspend or terminate trials if 
necessary.
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3.6

3.6 Monitor reports of serious adverse events and recommend 
appropriate measures.

3.7

3.7 Keep records of documents and meeting minutes in 
accordance with relevant laws and regulations.

4.
4. Session

4.1

4.1 Regular meetings are held according to actual needs, and the 
meeting should have a quorum.

4.2
/

4.2 When there is a problem or an emergency that threatens the 
life safety of a clinical trial subject, the Chair or Vice Chair may 
hold an ad hoc meeting according to the actual situation.

5.

5. Evaluation
5.1

5.1 The Chair conducts evaluation of the Vice Chair/IRB Members
on meeting attendance rate, quality of review, etc. The 
Secretariat will tally all evaluation data in the end of the year 
and send for evaluation by the Chair, who will use the data as 
basis for re-appointment. The Chair is assessed in a similar
way by the Superintendent. The assessment results will be 
returned in writing, with feedback and suggestions, to the 
Chair and used as the basis for extending the appointment.
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5.2

5.2 The Director of the Center evaluates once a year, the 
performance of the executive secretary and staff members, in 
terms of abilities to cooperate and coordinate, their learning 
attitude, and reception of education and training. The 
executive secretary is assessed by the Director. The staff
members are assessed by the executive secretary and 
the Director.

6.

/
AAHRPP FERCAP …

6. Award
The Administrative Center for Human Research Ethics Review will 
record the excellent performance of the in-house review committee 
members and the staff members of the IRB Committee (e.g.
passing the review of Ministry of Health /Legal Foundation of 
Hospital Evaluation & Medical Quality Policy Promotion Committee,
receiving AAHRPP International Certification, FERCAP 
International Certification, etc.), and submit applications of awards 
for the above-mentioned personnel based on their performances.  
The applications of awards should be approved by higher ranked 
directors and the Superintendent of TCVGH and referred to the 
Performance Appraisal Committee for review and processing.
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