
Taichung Veterans General  Hospi ta l

Record of Composition and Revisions of Controlled Documents

Document Number

IRB- - -2027
IRB-Regulations of 

Operation-2027 Title
/ ( )

Composed 
by The IRB Committees Level of 

Confidentiality

   
Unclassified Confidential Highly Confidential

Applied to
All units in the hospital

Other (Please specify): The IRB Committees

Version No. Pages Summary of Revisions of the Document Date of Implementation

A 6
Newly composed.

20230717

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

2023.08.10

臺中榮民總醫院

參考文件



Taichung Veterans General Hospital

Review Form of Composition and Revisions of Controlled Documents

Document Number
IRB- - -2027
IRB-Regulations of Operation-2027 Title

/ (
)

Processing Unit Review Comments He ad o f  Proc essin g  Uni t

There is no need for review by other departments 
or divisions.

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 discusses with the unit that made the SOP.

2023.08.10

臺中榮民總醫院

參考文件



Taichung Veterans General Hospital

Document Number

IRB- - -2027
IRB-Regulations of 

Operation-2027 Title

/ (
)

Page 1/6

Version
A

1.

2.

3.

3.1 108 04 11 1081401536 

3.2 109 08 28
1091407788

3.3 105 09 08 1051408874 

3.4 110 04 22 1101602711 

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

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

4.

4.1

4.2 (compassionate use)
/

2023.08.10

臺中榮民總醫院

參考文件



Taichung Veterans General Hospital

Document Number

IRB- - -2027
IRB-Regulations of 

Operation-2027 Title

/ (
)

Page 2/6

Version
A

5.
5.1

Flow Chart Responsible Personnel Relevant Documents

Further review 
after revisions

Approval

Acceptance of 
submission

Confirmation

No

Selection of Reviewers

Review

Approval after 
revisions

Response by PI

Determination of 
IRB Review

Issuance of Certificate
of Approval

Confirmation by IRB 
board meeting

Records retention

/

/( )

/( )

/

/

/ /

2023.08.10

臺中榮民總醫院

參考文件



Taichung Veterans General Hospital

Document Number

IRB- - -2027
IRB-Regulations of 

Operation-2027 Title

/ (
)

Page 3/6

Version
A

5.2

5.2.1
/ ( )

5.2.2 /
/

5.2.3 ( )

5.2.4

5.2.5

5.3

5.3.1

5.3.1.1 /

5.3.1.2 /

5.3.1.3 /

5.3.1.4

a.

2023.08.10

臺中榮民總醫院

參考文件



Taichung Veterans General Hospital

Document Number

IRB- - -2027
IRB-Regulations of 

Operation-2027 Title

/ (
)

Page 4/6

Version
A

b.

c.

5.3.1.5

5.3.1.6

5.3.1.7

5.3.2

5.3.2.1

5.3.2.2

5.3.2.3

a.

b.

c.

5.3.2.4

5.3.2.5

5.3.2.6

5.3.2.7

5.3.4

5.4

2023.08.10

臺中榮民總醫院

參考文件



Taichung Veterans General Hospital

Document Number

IRB- - -2027
IRB-Regulations of 

Operation-2027 Title

/ (
)

Page 5/6

Version
A

5.4.1

5.4.2 3

5.5

5.5.1

5.5.2
/

5.6

5.6.1

5.6.2

5.6.3

5.7

5.7.1

5.7.2

5.7.3

5.7.4

5.8

5.8.1

5.8.2

2023.08.10

臺中榮民總醫院

參考文件



Taichung Veterans General Hospital

Document Number

IRB- - -2027
IRB-Regulations of 

Operation-2027 Title

/ (
)

Page 6/6

Version
A

5.8.3 /

5.9

5.9.1

5.9.2

5.10

1 / IRB 3
2 / IRB 3
3 IRB 3
4 IRB 3
5 / IRB 3

6
/ IRB 3

7 / IRB 3
8 IRB 3

6.

6.1

6.2 /

6.3 /

6.4 /

2023.08.10

臺中榮民總醫院

參考文件


