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A 5

Newly composed.
20140519

B 4 5.4
This version was converted from “Version 5.4 of the 
SOP of the Human Research Committee.”

20141125

C 4 1. 5.1
1.The list of relevant documents was revised in item 

5.1 Flow Chart.
2. 5.4 5.4.2
2.Item 5.4 Review was revised: Item 5.4.2 “Procedure 

for reviewing documents for special circumstances” 
was added.

20150922

D 4 1. /

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

2. 4.2
2. The composition of the Document Revision and 

Standardization Group was revised in item 4.2.

20160318

E 4 1. 4.1 ISO 9002 ISO 9001
1. Item 4.1 was revised: “ISO 9002” was replaced by 

“ISO 9001.”
2. 5.2.2

2. Item 5.2.2 was revised regarding training topics for 
the members of Document Revision and 
Standardization Group: The topic of “IRB Standard 
Operating Procedures” was added.

20170709
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E 4 3. 5.3.2

6.1
3. Standardized document applications became 

completely online, so item 5.3.2 was revised, the 
original appendix 6.1 was deleted, and a new note 
about appendices was added.

20170709

F 7 1. 3.1 World Health Organization, 
Operational Guidelines for Ethics Committees that 
Review Biomedical Research, 2011.

1. Reference 3.1 was changed to “World Health 
Organization, Operational Guidelines for Ethics 
Committees that Review Biomedical Research, 
2011.”

2. 3.2 2016
2. The year of reference 3.2 was updated to 2016.

20190527

F 7 2021 04 07

According to the regulations by TCVGH, this document 
was reviewed again on 07 April 2021 and no revision 
was needed.

20190527

G 7 1. /

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

2.
2. The original “Secretariat” was renamed 

“Administrative Center for Human Research Ethics 
Review”.

3. 5.2.1
3. Revised item 5.2.1: Added the third IRB Committee.
4. 5.4.1
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G 7 4. Revised item 5.4.1: After a standardized document 

is composed, revised, or deleted, the IRB board 
meeting should review and confirm the document. 
The document should then be submitted to the 
Center for Quality Management for follow-up 
procedure after the Director of the Administrative 
Center for Human Research Ethics Review has 
signed off the IRB board meeting confirmation.

5. 5.4.1

5. Revised item5.4.2: To maintain the efficiency of the 
IRB operation, under special circumstances, the 
Director of the Center may sign to approve the 
composition/revision/deletion of the standardized 
document and submit it to the Center for Quality 
Management for follow-up procedure before it is 
confirmed in an IRB board meeting.

20230503

Composed/Revised/Deleted Reviewed Approved

KM SOP
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.

SOP
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Processing Unit Review Comments Head of Processing Unit

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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Version G

1.

1. Purpose
The purpose of this SOP is to manage the composition, revision, 
review, and promulgation of the IRB Standard Operating 
Procedures, which shall provide clear guidelines for IRB operation 
in compliance with the WHO ethical standards and procedures for 
research with human beings.

2.

2. Scope
This SOP applies to the composition, revision, review, and 
promulgation of all standardized documents of the IRB 
Committees.

3.

3. References
3.1 World Health Organization, Operational Guidelines for Ethics 

Committees that Review Biomedical Research, 2011.
3.2 ICH E6: GCP 2016.

4.

4. Definitions
4.1 (ISO Document) (SOP)

ISO 9001

2023.08.10

臺中榮民總醫院

參考文件



Taichung Veterans General Hospital

Document Number
IRB- - -2003
IRB -Regulations of Operation-2003 Title

SOP for Creating and Updating 
Standardized Documents

Page 2/7

Version G

4.1 Standardized Document (ISO Document): The original SOP 
was converted to the ISO 9001 version and is now called 
“standardized document” or “ISO document.” To ensure the 
standardization of the execution of a task in an organization, all 
procedures or actions are written down as guidelines in a 
standard format. Standardization of documents and related 
forms can simplify the process of operation and maintain high 
standards for the quality of the operation.

4.2

4.2 Document Revision and Standardization Group: Document 
Revision and Standardization Group is composed of the (Vice) 
Chair, Executive Secretary, IRB members, and staff members. 
The group is responsible for the composition, revision, and 
review of IRB standardized documents.
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5.

5. Procedure
5.1

5.1 Flow Chart of Composing/Revising/Reviewing Standardized 
Documents

Flow Chart Responsible Personnel Relevant Documents

Records Retention

Composition of 
Document Revision &
Standardization Group

Promulgation,
Distribution, and Filing

Approve

Review

Revision
needed

Composition/Revision/
Obsolescence of 

Standardized Documents

/

Chair/Vice Chair

/ /

Chair/Vice 
Chair/Executive Secretary

/

Standardized Document 
Application Form/ 

Standardized Document

The IRB Committees

/

Standardized Document/
Meeting Minutes of the 
Document Revision and 
Standardization Group

Center for Quality 
Management Standardized Documents

Center for Quality 
Management
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5.2

5.2 Composition of the Document Revision and Standardization 
Group

5.2.1 / / / /
5 ~ 9

5.2.1 The IRB Chair should assign at least 5 to 9 IRB members 
to be in the Document Revision and Standardization Group.  
The coordinator of the group should be the (Vice) Chair.  
A group meeting should be chaired by the coordinator or a 
senior member assigned by the coordinator.

5.2.2

5.2.2 All members of the Document Revision and 
Standardization Group should have received training 
related to human research, law and regulations on 
research ethics, and the IRB Standard Operating 
Procedures. Group members should receive relevant 
training periodically.

5.3

5.3 Composition/Revision/Deletion of Standardized Documents
5.3.1

5.3.1 New standardized documents may be composed based on 
practical operational needs.

5.3.2 /

5.3.2 When there is a need to revise a standardized document 
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or to make it obsolete, an IRB member, the Executive 
Secretary, or a staff member may submit a “Standardized 
Document Application Form” to the Center for Quality 
Management, with the approval of the (Vice) Chair.

5.3.3 /

5.3.3 The Administrative Center for Human Research Ethics 
Review should prepare relevant information for the 
composition or revision of a standardized document.

5.3.4 /

5.3.4 A meeting is convened by the Document Revision and 
Standardization Group to discuss the revision or deletion of 
a standardized document.

5.3.5

5.3.5 The Executive Secretary should review the IRB standard 
operating procedures at least once every two years and 
record the date of each review.

5.4

5.4 Review
5.4.1

5.4.1 After a standardized document is composed, revised, or 
deleted, the IRB board meeting should review and confirm 
the document. The document should then be submitted 
to the Center for Quality Management for follow-up 
procedure after the Director of the Administrative Center 
for Human Research Ethics Review has signed off the IRB 
board meeting confirmation.

5.4.2
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5.4.2 To maintain the efficiency of the IRB operation, under 
special circumstances, the Director of the Center may sign 
to approve the composition/revision/deletion of the 
standardized document and submit it to the Center for 
Quality Management for follow-up procedure before it is 
confirmed in an IRB board meeting.

5.5

5.5 Promulgation, Distribution, and Filing
5.5.1

5.5.1 An approved standardized document is in effect on the day 
of its promulgation by the Center for Quality Management.

5.5.2

5.5.2 The staff member may submit an application to the Center 
for Quality Management to distribute an approved 
standardized document to IRB members and announce it 
on the IRB website.

5.6

5.6 Records Retention

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

Number Name of Document Retention Location Retention Period

1 Documents related to the 
standardized documents

IRB
IRB Office Until the version is 

deleted

6.
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6. Appendix

“Standardized Document Application Form” is generated from the 
online system, preventing the usage of the wrong version; 
therefore, the document is not listed as an appendix.

2023.08.10

臺中榮民總醫院

參考文件


