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Newly composed. 20140519

B 9 5.4
This version was converted from “Version 5.4 of the 
SOP of the Human Research Committee.”

20150119

C 8 1. /

1. The original “Human Research Committee” was 
renamed “The First/Second IRB Committees,” and 
its English name and acronym were added.

2.
2. Minor changes in the wording.
3. 29. IRB /
3. Item 29 was added regarding the meaning of slash 

(/) in a standardized document.

20160318

D 20 1. 2.2.4 IRB
1. Item 2.2.4 was revised regarding the background 

knowledge of IRB members: “Law” was deleted.
2. 4.2
2. Item 4.2 was revised: “Training related to clinical 

trials” was replaced by “human research,” and 
examples were added.

3. 4.2 14. 2
3. The Version of “Regulations on Human Trials” was 

updated in item 4.2 and the note to item 14.
4. 9.2 7
4. Item 9.2 was revised regarding the time limit of 

initial review: The original was “7 calendar days.”
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E 19 1. 10.2.4

1. The wording of the title of item 10.2.4 was revised.
2. 12
2. Revised the sub-numbers of item 12.
3. 12.4 ”

”
3. Revised item 12.4 to be “On the order of the central 

authority, manufacturer or principal investigator, 
stop the execution of study.”

4. 12.5
4. Contents of the original item 12.5 be moved to 

glossary.
5. 12.6
5. Delete original contents of item 12.6.
6. 16
6. Revised item 16 to “voting in the meeting adopts 

the principle of majority in anonymity”.
7. 7 13
7. Updated the definition of Article 7 and Article 13 of 

the Pharmaceutical Affairs Act.

20190527

F 19 1.
1. Typos were fixed.
2. 3.1 IRB

IRB
2. Revised item 3.1 to “The IRB may accept protocol 

submissions of clinical trials by specific institutions 
outside TCVGH and conduct review according to 
IRB regulations.”

3. 3.2.4
3. Deleted item 3.2.4.
4. 8.
4. Revised Item 8 “Abnormal problem” to “Non-compliance.”
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5. Revised item 10.1 to “When a study is completed, 
the PI should submit a closing report to the IRB.”

6.
6. Revised the name of the regulation and the

announcement date.
7. 18.2.

7. Item 18.2: “Human Research Committee” was 
renamed “IRB.”

8. 18.3
8. Revised item 18.3 to “The IRB staff member will 

periodically remind the PI to submit the 
above-mentioned report.”

20210528

G 19 1. 9.2 6 6
1. Revised item 9.2 Review time limit: Replaced “six 

calendar days” with “six work days.”
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1. Institutional Review Board IRB

1. The Purpose of the Institutional Review Board (IRB)
1.1 IRB

IRB

1.1 The purpose of the IRB is to review and monitor medical and 
social science studies involving human subjects to ensure the 
protection of the subjects’ rights and welfare. In compliance 
with local and international regulations and social ethical 
values, the IRB has the authority to approve, request 
amendment of, or disapprove the implementation of a study.

1.2 IRB

7

1.2 The establishment of the IRB should comply with law and 
regulations. The IRB should consist of five or more members, 
including legal experts and other impartial citizens. At least 
two-fifths of the IRB members should not be affiliated with 
TCVGH. The IRB should include both men and women, and 
the number of the representatives of each gender shall not be 
less than 1/3 of the total members. (in compliance with Article 7 
of Human Subjects Research Act).

2.IRB

2. IRB Membership
2.1 IRB IRB- -

-2001

2.1 IRB members should have the required qualifications and 
expertise (as defined in the document “IRB-Personnel 
Management-2001-The Organizational Charter of the 
First/Second IRB Committees”).

2023.08.10

臺中榮民總醫院

參考文件



Taichung Veterans General Hospital

Document Number
IRB- - -3001
IRB -Regulations of Operation-3001 Title SOP for Definitions

Page 2/20

Version H

2.2

2.2 Composition of the IRB should meet the following 
requirements:

2.2.1

2.2.1 IRB members should have sufficient expertise and 
experience to review research protocols

2.2.2

2.2.2 Ethnicity, gender and cultural background should be taken 
into account.

2.2.3

2.2.3 IRB members should be sensitive to community attitudes 
and patient groups.

2.2.4

2.2.4 IRB members should have sufficient knowledge about 
relevant laws and regulations, medical expertise, and 
ethics.

2.2.5

2.2.5 IRB members should not participate in the review of 
studies in which they have conflicts of interest.

2.2.6

2.2.6 IRB members should not discriminate against any gender.
2.3

2.3 Types of IRB Members
2.3.1

2.3.1 Members without biomedical science backgrounds: Legal 
experts, social workers, and other impartial citizens who do 
not have biomedical science backgrounds.

2.3.2
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2.3.2 Members with biomedical science backgrounds: 
Professionals in fields related to biomedical science.

3.

3. Review of Research from Outside TCVGH
3.1 IRB IRB

3.1 The IRB may accept protocol submissions of clinical trials by 
specific institutions outside TCVGH and conduct review 
according to IRB regulations.

3.2

3.2 The above-mentioned protocols submitted by specific 
institutions outside TCVGH include:

3.2.1

3.2.1 Research conducted by another veterans hospital in
central Taiwan under the policy of “Vertical Integration of 
Veterans Hospitals.”  The PI may be affiliated with the 
research site outside TCVGH, and the contact information 
of a contact person should be provided.

3.2.2

3.2.2 Research proposed by a college or university which has 
signed an MOU with TCVGH.

3.2.3

3.2.3 Research proposed by an external institution but 
conducted in TCVGH.

4.

4. Principal Investigator (PI)
4.1
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4.1 The PI is responsible for implementing the research and 
coordinating among research personnel including 
co-investigator and other members of the research team.

4.2
GCP 3 6

4.2 The PI should receive at least six hours of training related to 
human research (e.g. research ethics, law, clinical trial, GCP) 
within the past three years.

2016 04 14
1051662154

(In compliance with the Regulations on Human Trials 
(amended and promulgated on 14 April 2016 by the Ministry of 
Health and Welfare, pursuant to Wei-Bu-Yi-Zi No. 
1051662154):

Article 2: A human trial research (hereinafter “Human Trial” 
shall be conducted prior to the registration of a new drug or 
medical device or before a medical care institution lists a new 
medical technology as a regular medical disposition item.

Article 4: The trial conductor [PI] referred to in the preceding 
article shall possess the following qualifications:

1. Being a licensed physician, dentist, or traditional Chinese 
medicine physician with five (5) or more years of experience in 
clinical treatment.

2. Having received human trial related training of more than 
thirty (30) hours within the past six (6) years; being the trial 
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conductor in Human Trials of somatic cells or gene therapy 
with additional five (5) or more hours of relevant training.

3. Taking medical ethics related courses for more than nine (9) 
hours within the past six (6) years.

Those who have been subject to physician disciplinary or whose 
licenses have been suspended for more than one (1) month or 
abolished due to any violation of laws and regulations related to 
Human Trials shall not serve as a trial conductor.)

2021 04 09
1101601721

(In compliance with the Regulations on Good Clinical Practice 
for Medical Devices (promulgated on 09 April 2021 by the 
Ministry of Health and Welfare, pursuant to Wei-Shou-Shi-Zi
No. 1101601721):

27
Article 27: An investigator shall possess the following 
qualifications:

1. Being a licensed physician with 5 or more years of 
experience in clinical treatment. However, according to 
Paragraph 1, Article 37 of this Act, clinical trials that do not 
involve significant risks may be conducted by professional 
medical personnel who hold a medicine-related professional 
certificate of the specialist category issued by the Competent 
Authority and have engaged in related practice for 5 years or 
more.
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2. Having received 30 hours of clinical trials related training 
within the past 6 years, including at least 9 hours of related 
training courses each for clinical trial of medical devices, and 
medical ethics.

3. Possessing necessary ability to operate the investigational 
medical device and related certificates.

4.3

4.3 A TCVGH-employed nurse should meet one of the following 
requirements to be qualified to serve as PI:

4.3.1

4.3.1 Holding the rank of deputy chief nurse or higher.
4.3.2

4.3.2 Holding a master’s or higher degree.
4.2.3 N3 

4.3.3 Holding an N3 certificate and a bachelor’s or higher 
degree.

4.2.4 3 6

4.2.4 Having received at least 6 hours of clinical trial training 
within the last three years.

5.

5. Coordinator

The coordinator is responsible for protocol management on the research 
site.  The PI may also serve as coordinator.

6.
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6. Documents of Research in Progress
IRB

Documents related to IRB-approved protocols of research in 
progress include submission documents, protocols, review 
comments, official letters of approval, records, reports, and other 
correspondence.

7.

7. Administrative Documents
IRB

Administrative documents include IRB meeting minutes, voting 
records, official letters, and standard operating procedures (SOPs). 
Documents recorded in the SOPs are also included, such as 
outdated files and original files, records related to the distribution 
and implementation of SOPs, and documents related to file 
management.

8. Deviation Violation

8. Non-compliance Protocol Deviation/Violation
/ /

IRB

IRB- - -2016 /
A protocol deviation/violation refers to (1) a departure from the 
approved protocol’s procedures; (2) a failure to comply with 
relevant national/international law or regulations regarding human 
research ethics; (3) an act in which the information required by the 
IRB is not provided; or (4) an act in which the subjects’ participation 
in the study is not in accordance with the study design described in 
the signed ICF (for details, refer to the document titled “IRB-
-Regulations of Operation-2016-SOP for Protocol Deviation/
Violation”).
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9.

9. Expedited Review
9.1

9.1 The PI should fill in the Expedited Review Checklist.
9.2

6

9.2 The Executive Secretary and the (Vice) Chair should review 
the Expedited Review Checklist filled by the PI to determine if 
the protocol is eligible for expedited review.  If it is, two 
reviewers should be assigned to complete primary review of 
the protocol within 6 work days. If one of the reviewers 
determines that the protocol is not eligible for expedited review, 
the protocol should be sent to the full board for review following 
the full board review procedure.

9.3

9.3 During the process of expedited review, if the reviewer 
discovers that the protocol is not eligible for expedited review, 
the reviewer should state reasons and report to the IRB office 
for the IRB Chair to determine if the protocol should be sent to 
the full board for review. If there are doubts regarding the 
above-mentioned reasons stated by the reviewer, the protocol 
is principally sent to the full board for review.

10.

10. Closing Report
10.1
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10.1 When a study is completed, the PI should submit a closing 
report to the IRB.

10.2

10.2 Study closure documents should include:
10.2.1 /PTMS

10.2.1 Closing Report Form/PTMS Study Closure Application 
Form (the electronic file in the system is not listed as an 
appendix).

10.2.2

10.2.2 List of Subjects and Description of Enrollment.
10.2.3

10.2.3 If the protocol requires subjects to sign an ICF, 
photocopies of a complete copy of the ICF (as a sample), 
and cover pages and signatures of all other subjects with 
checklists for the subjects to complete (if required) must 
be submitted to the IRB.

10.2.4 ( SUSAR)

10.2.4 Serious Adverse Event Report Form (only SUSAR is 
reported).

10.2.5

10.2.5 Others.

11. (Suspension)

11. Protocol Suspension
IRB

14

In the following conditions the IRB staff may contact the PI to 
suspend a study in progress first by phone and then by writing, 
and request the PI to submit a protocol suspension report within 

2023.08.10

臺中榮民總醫院

參考文件



Taichung Veterans General Hospital

Document Number
IRB- - -3001
IRB -Regulations of Operation-3001 Title SOP for Definitions

Page 10/20

Version H

14 working days. A suspended protocol may be reopened.
11.1 IRB

11.1 If protocol violation is discovered during IRB review or 
monitoring, the study will be suspended.

11.2

11.2 A study is suspended if the central competent authority, the 
sponsoring company, or the PI informs the IRB by writing that 
the study should be suspended.

11.3

11.3 A study is suspended if it violates the law, medical ethics, or 
clinical trial regulations.

12. (Termination)

12. Protocol Termination

IRB

14

Protocol termination refers to the permanent cessation of all 
research activities requested by the IRB, the PI, or the sponsoring 
company when there is a concern about the safety or 
effectiveness of a trial or when there is an increased risk 
presented to the subjects.  A terminated protocol may not be 
reopened. The IRB staff may contact the PI to terminate a study 
in progress first by phone and then by writing, and request the PI 
to submit a protocol termination report within 14 working days.

12.1 IRB

12.1 If serious protocol violation is discovered during IRB review or 
monitoring and the violation may affect the safety of the 
subjects, the study will be terminated.
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12.2

12.2 A study may be terminated if it violates the law, medical ethics, 
or clinical trial regulations.

12.3

12.3 A study is terminated if the central competent authority, the 
sponsoring company, or the PI informs the IRB by writing that 
the study should be terminated.

13.

13. Termination of a Suspended Study
IRB

If the PI does not respond or make appropriate changes within the 
requested deadline after having received the notification of 
protocol suspension, the IRB may discuss the protocol in a board 
meeting and determine to terminate the study.

14.

14. Records of a Closed Study

All records and documents related to a closed clinical trial should 
be filed and retained by the IRB as follows:

14.1

14.1 Protocol, amended protocol, ICF, amended ICF, recruitment 
advertisement, information on the PI and research site.

14.2

14.2 All records including communication log and correspondence 
with the PI.

14.3
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14.3 All reports including progress report, safety report of study
drug, report of harm, and scientific assessment.

14.4
IRB- - -2020

14.4 Research documents of a closed study should be retained 
properly in the IRB Archive for at least three years for future 
reference (refer to the document titled “IRB-Regulations of 
Operation-2020-SOP for Document Management”).

Note:
1. 109 08 28

29

1. According to Article 29 of the Regulations for Good Clinical 
Practice (amended on 28 August 2020), “The Ethics 
Committee should retain written procedures, membership lists, 
lists of occupations/affiliations of members, submitted 
documents, minutes of meetings, correspondence and any 
other relevant records for a period of at least 3 years after 
completion of the trial and make them available upon request 
from the Competent Authority.”

2. 2016 04 14
1051662154 10

3

2. According to Article 10 of the Regulations on Human Trials 
(amended on 14 April 2016 and promulgated by the Ministry 
of Health and Welfare, pursuant to Wei-Bu-Yi-Zi No. 
1051662154), “The Review Board shall preserve the relevant 
documentation, such as Human Trial proposal, meeting 
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minutes, or audit records for at least three(3) years after the 
completion of a Human Trial.”

15.

15. Meeting Minutes
15.1 IRB

15.1 Meeting minutes refer to the official minutes of an IRB review 
meeting where a quorum was present.

15.2

15.2 Events, activities, and resolutions related to the agenda items 
of a meeting should be recorded in the minutes. The 
minutes should record the voting result for each protocol and 
motion on the agenda. Each protocol on the agenda should 
be voted on separately. The voting results should be 
recorded anonymously. Only the number of votes for each 
option (approval, approval after revision, further review after 
revision, disapproval, and abstention) and comments for 
revision should be recorded.

15.3

15.3 The minutes should include the following items:
15.3.1

15.3.1 Meeting session.
15.3.2

15.3.2 Meeting time.
15.3.3

15.3.3 Meeting location.
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15.3.4

15.3.4 Names of the chair, voting members, and non-voting 
attendees.

15.3.5

15.3.5 Name of the recording secretary.
15.3.6

15.3.6 The cause, content, and resolution of each report item.
15.3.7

15.3.7 The content, rationale, discussion, voting result and 
resolution of each reviewed protocol.

15.3.8

15.3.8 Motions and resolutions.
15.3.9

15.3.9 Motions in other business and resolutions.
15.3.10

15.3.10 Other items that should be recorded.

16.

16. The Quorum of a Meeting
IRB

A quorum refers to the minimum number of members that must be 
present for an IRB meeting to convene and for resolutions to be 
made. The quorum of a meeting should be half of the members 
plus one, and the composition of attending members should 
comply with the regulations by the Ministry of Health and Welfare: 
There should be at least one member with a biomedical science 
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background, one member without a biomedical science 
background, one member not affiliated to TCVGH, and both men 
and women should be present. Voting in the meeting adopts the 
principle of majority in anonymity. All voting members should be 
present during the entire discussion and voting process.

17.

17. New Protocol
17.1

17.1 A new protocol refers to a clinical trial protocol submitted to 
the IRB for review for the first time. The submission should 
include the protocol, ICF, documents about the qualifications 
of the PI, relevant information about the study drug or 
medical device, and recruitment advertisement.

17.2

17.2 A new protocol may also refer to a re-submitted protocol 
which was not approved by the IRB.

18.

18. Continuing Review Report
18.1

18.1 The PI of a one-year research project should submit a 
progress report or a closing report within one year after the 
issuance of the Certificate of Approval.

18.2

18.2 The PI of a multi-year project should submit a progress report 
before the Certificate of Approval expires in order for the 
research extension to be approved by the IRB.
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18.3

18.3 The IRB staff member will periodically remind the PI to submit 
the above-mentioned report.

18.4

18.4 The IRB may require the PI to submit reports more frequently 
depending on the situation.

19.

19. Extension of the Certificate of Approval

The PI may request for extension two months before the 
Certificate of Approval expires if the study will not be completed 
on time.

20.

20. Protocol Amendment

Once a protocol is approved by the IRB, the PI should apply for 
IRB permission if changes are to be made in the protocol.  The 
changes may not be implemented before the IRB approves them.

21.

21. New Drug
7

According to Article 7 of the Pharmaceutical Affairs Act, “[t]he 
term ‘new drugs’ as used in this Act shall refer to drugs which are 
of the preparations having new compositions, new therapeutic 
compounds or new method of administration as verified and 
recognized by the central competent heath authority.”
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22.

22. New Medical Device
22.1

22.1 The purpose of a new medical device clinical trial is to test the 
safety or functionality of the device.

22.2 13

…

22.2 According to Article 13 of the Pharmaceutical Affairs Act, 
“[t]he term ‘medical device’, as used in this Act, shall refer to 
any instruments, machines, apparatus, materials, software, 
reagent for in vitro use, and other similar or related articles, 
which is used in diagnosing, curing, alleviating, or directly 
preventing human diseases, regulating fertility, or which may 
affect the body structure or functions of human beings.”

23.

23. Low-Risk Medical Device

A low-risk medical device refers to an investigational medical 
device that poses less risk than a similar device used in clinical 
practice.

24.

24. High-Risk Medical Device

A high-risk medical device refers to an investigational medical 
device that fits one of the following descriptions:

24.1

24.1 It is an implant that may seriously threaten the subject’s 
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health, safety or welfare.
24.2

24.2 It is life support equipment that may seriously threaten the 
subject’s health, safety or welfare.

24.3

24.3 The device is used in diagnosing, curing, alleviating, treating 
or preventing a disease and may seriously threaten the 
subject’s health, safety or welfare.

24.4

24.4 Other medical device that may seriously threaten the 
subject’s health, safety or welfare.

25.

25. Minimal Risk

“Minimal risk” means that the risk posed to the subject is not 
greater than that encountered in daily life or during the 
performance of routine examinations or tests.

26.

26. Vulnerable Populations

“Vulnerable populations” refers to children, prisoners, indigenous 
people, pregnant women, persons with physical or mental 
disabilities, persons with psychiatric disorders, or other persons 
with limited decision-making capacity (due to lack of financial 
resources, lack of education, emergency situations in which the 
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persons do not have adequate time to think, or terminal illness).

27.

27. Addition and Changes of Terms
27.1 IRB

27.1 IRB members may propose to add new terms or propose 
changes of any definitions in this standardized document.

27.2

27.2 The addition or change of a term is proposed by writing.
27.3 IRB

27.3 The proposal of addition or change should be submitted to the 
IRB staff.

27.4

27.4 A meeting is convened by the Document Revision and 
Standardization Group to discuss the proposal. The
resolution from the meeting should be submitted to the IRB 
board meeting for approval.

28.

28. Revision of Standardized Documents
28.1 IRB

28.1 IRB members may propose addition or revision of a 
standardized document.

28.2

28.2 A meeting is convened by the Document Revision and 
Standardization Group to discuss the proposal.

28.3

28.3 The Document Revision and Standardization Group makes a 
resolution and submits it to the IRB board meeting for 
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approval.

29.IRB /

29. In a standardized document, a slash (/) is used to mean “or.”

30.

30. Appendix
None.
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