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A 6 Newly composed. 20140519
B 5 5.4

This version was converted from “Version 5.4 of the 
Standard Operating Procedure of the Human 
Research Committee.”

20141125

C 5 1. /

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

2.
2. The original “independent expert” was replaced by 

“expert consultant.”

20160318

D 5 1. 3.1
1 Updated the version of item 3.1 “Regulations for 

Good Clinical Practice.”
2. 5.2 5.2.9

2 Revised an item under 5.2 Composition of 
Statement Forms – Added “Conflict and 
Confidentiality Statement by Research Personnel.”

3. 6.7 6.8
6.9

5.6
3 Added “Appendix 6.7 – Conflict of Interest 

Statement by the Principal Investigator,” “Appendix 
6.8 – Confidentiality Statement by Research 
Personnel,” “Appendix 6.9 – Conflict of Interest and 
Confidentiality Statement by Research Personnel,” 
and added “5.6 Records Retention.”

20170709
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E 9 3.1

1010265129 2012 (
1071661626 2 3 6 7 2018)
Updated reference 3.1 into “Regulations for 
Organization and Operation of IRB Committees
(Ministry of Health and Welfare, promulgated in 2012 
pursuant to Wei-Shu-Yi-Zi No. 1010265129; articles 2, 
3, 6, 7 amended in 2018 pursuant to Wei-Bu-Yi-Zi No. 
1071661626).”

20181026

F 9 1. 3.2
1091407874

1. Updated reference 3.2 into “Regulations for Good 
Clinical Practice (Ministry of Health and Welfare, 
Pursuant to Bu-Shou-Shi-Zi No. 1091407874).”

2. 6.2 6.7
2. Replaced Appendices 6.2, 6.7.

20201117

G 9 1. 2020 ISO 9001:2015
1. The following modifications were made according to 

the recommendations of ISO 9001:2015 
(International Organization for Standardization) in 2020.

2. 6.7 6.8 6.9
2. Replaced Appendices 6.7, 6.8, 6.9.

20210528
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Version No. Pages Summary of Revisions of the Document Date of Implementation
H 9 1. /

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

2. 6.1 ~ 6.6
2. Replaced Appendices 6.1 - 6.6.

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.
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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 discuss with the unit that made the SOP.
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1.

1. Purpose
The purpose of this SOP is to provide forms for the statement of 
confidentiality and conflicts of interest, and to define who shall read, 
understand, accept, and remember the conditions stated on the 
forms, and who shall sign them.  This SOP also provides detailed 
guidelines for document signing and records retention.

2.

2. Scope
This SOP contains information and operating procedures for topics 
related to confidentiality and conflicts of interest for the IRB 
Committees.

3.
3. References

3.1
1010265129 2012 (

1071661626 2 3 6 7 2018)

3.1 Regulations for Organization and Operation of IRB 
Committees (Ministry of Health and Welfare, promulgated in 
2012 pursuant to Wei-Shu-Yi-Zi No. 1010265129; articles 2, 3, 
6, 7 amended in 2018 pursuant to Wei-Bu-Yi-Zi No. 
1071661626)

3.2
1091407874

3.2 Regulations for Good Clinical Practice (Ministry of Health and 
Welfare, Pursuant to Bu-Shou-Shi-Zi No. 1091407874)
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4.

4. Definitions
4.1

4.1 Confidentiality: Distribution of information without permission is 
prohibited.

4.2

4.2 Confidentiality Statement
4.2.1

4.2.1 Confidentiality Statement is also referred to as Agreement 
of Privacy or Agreement of Non-disclosure.

4.2.2

4.2.2 This agreement is designed to protect the privacy, the 
information and the expertise in a research project to 
prevent misuse by others.

4.2.3

4.2.3 Under the protection of the policy of confidentiality, any 
type of information can be kept secret.

4.2.4

4.2.4 Most agreements of privacy allow exceptions.  It is 
important to accept exceptions in an agreement of privacy.

4.2.5

4.2.5 Agreements shall be effective during a certain period of 
time.  Within the specified period of time, information shall 
be kept confidential.

4.3

4.3 Avoidance of Conflict of Interest
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4.3.1

4.3.1 IRB members should not allow any interest incurred by 
work-related funding or publication of documents to affect 
their impartiality in independent review and other related 
work.

4.3.2

4.3.2 When personal interests are involved, an individual’s 
objectivity regarding work- related responsibilities will be 
affected.

4.3.3

4.3.3 The definition of this term contains three key elements: 
financial interest, work- related responsibility, and 
professional interest.

4.3.4

4.3.4 Avoidance of Conflict of Interest may occur in the following 
situations:

4.3.4.1

4.3.4.1 When individuals’ personal interests diverge from their 
professional responsibilities at TCVGH.  

4.3.4.2

4.3.4.2 When a well-informed independent observer has 
reasonable doubts about professional behavior or 
decisions.  

4.3.4.3

4.3.4.3 A conflict of interest depends on the situation, and not 
the character or actions of the individual.  

4.3.5

4.3.5 Potential conflicts of interest must be disclosed and 
addressed case by case.
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5.

5. Procedure
5.1

5.1 Flow Chart of Managing Confidentiality and Conflict of Interest 
Statement

Flow Chart Responsible Personnel Relevant Documents

Composition of 
Statement Forms

Review

No

Yes

Records Retention

Signing a statement

Occurrence of the need to 
sign a statement

/
Document Revision and 
Standardization Group

Members/Relevant 
Personnel

Statement Forms

The IRB Committees

/
Confidentiality/Conflict of 

Interest Statement

/ / /

IRB Members/Expert 
Consultants/

Advocates of Research 
Subjects/Relevant Personnel

/
Confidentiality/Conflict of 

Interest Statement

Staff Members

/
Confidentiality/Conflict of 

Interest Statement
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5.2

   

5.2 Composition of Statement Forms
   Based on the needs in different situations, IRB shall compose 

the following statement forms:
5.2.1

5.2.1 Confidentiality Statement (by IRB Members or Expert 
Consultants)

5.2.2

5.2.2 Conflict of Interest Statement (by IRB Members or Expert 
Consultants)

5.2.3

5.2.3 Confidentiality Statement (by Staff Members)
5.2.4

5.2.4 Conflict of Interest Statement (by Staff Members)
5.2.5 /

5.2.5 Confidentiality/Conflict of Interest Statement (by 
Individuals other than IRB Members and Expert 
Consultants)

5.2.6

5.2.6 Confidentiality Statement (by Individuals viewing IRB 
documents)

5.2.7

5.2.7 Conflict of Interest Statement by the Principal Investigator
5.2.8

5.2.8 Confidentiality Statement by Research Personnel
5.2.9

5.2.9 Conflict of Interest and Confidentiality Statement by 
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Research Personnel
5.3

5.3 Review
The statement forms shall be approved at an IRB board 
meeting before they are announced.

5.4

5.4 Occurrence of the Need to Sign a Statement
5.4.1

/

5.4.2 To protect the rights of research subjects, new IRB 
members, expert consultants, advocates of research 
subjects, and other relevant personnel are obliged to read, 
understand, and accept the conditions and sign on the 
Confidentiality/Conflict of Interest Statement forms before 
reviewing protocols.

5.4.2

5.4.2 Statement forms shall be signed again after revisions.
5.5

5.5 Signing a Statement
5.5.1 /

5.5.1 Staff members shall provide new IRB members, expert 
consultant and staff members with the relevant forms of 
Confidentiality/Conflict of Interest Statement.  Staff 
members shall provide advocates of research subjects, 
observers, and other individuals viewing IRB documents 
with the relevant forms of Confidentiality Statement.

5.5.2
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5.5.2 After receiving a statement form, an individual shall read it 
carefully, sign and date it, and fill in information about their 
affiliation (if any).

5.5.3

5.5.3 If an individual is unclear about any part of the statement, 
she/he may contact staff members for detailed explanation 
about the content of the statement.

5.5.4

5.5.4 Staff members shall submit signed statements to the IRB 
Chair or Vice Chair for stamp of approval. 

5.5.5

5.5.5 In case of any one of the following situations, IRB 
members shall recuse themselves from the review:

5.5.5.1

5.5.5.1 You are the principal investigator, co-investigator, or 
sponsor of the clinical study.

5.5.5.2

5.5.5.2 You are or were the principal investigator’s spouse, 
lineal/collateral relative within fourth degree of 
relationship, or relative by marriage within third degree 
of relationship.

5.5.5.3

5.5.5.3 You have an employment relationship with the sponsor 
of the clinical study.

5.5.5.4

5.5.5.4 There is substantial evidence that you may be biased 
in any way.
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5.5.5.5

5.5.5.5 Other situations in which the IRB committee considers 
there is potential conflict of interest.

5.6

5.6 Records Retention
5.6.1

5.6.1 Staff members shall keep the above-mentioned statements 
in designated folders.

5.6.2

5.6.2 Relevant personnel shall keep all records carefully 
following the guidelines below.

Document Number Name of Document Retention 
Location

Retention 
Period

1 Confidentiality Statement (by IRB Members or 
Expert Consultants)

IRB
IRB Office

15
15 years

2 Conflict of Interest Statement (by IRB Members
or Expert Consultants)

IRB
IRB Office

15
15 years

3 Confidentiality Statement (by Staff Members)
IRB
IRB Office

15
15 years

4 Conflict of Interest Statement (by Staff 
Members)

IRB
IRB Office

15
15 years

5 Confidentiality and Conflict of Interest 
Statement (by Individuals other than IRB 
Members and Expert Consultants)

IRB
IRB Office

15
15 years

6 Confidentiality Statement (by Individuals 
viewing IRB documents)

IRB
IRB Office

15
15 years

7 Conflict of Interest Statement by the Principal 
Investigator

IRB
IRB Office

15
15 years

8 IRB 15
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Confidentiality Statement by Research 
Personnel

IRB Office 15 years

9
Conflict of Interest and Confidentiality 
Statement by Research Personnel

IRB
IRB Office

15
15 years

6.

6. Appendices
6.1
6.1 Confidentiality Statement (by IRB Members or Expert Consultants)
6.2
6.2 Conflict of Interest Statement (by IRB Members or Expert Consultants)
6.3
6.3 Confidentiality Statement (by Staff Members)
6.4
6.4 Conflict of Interest Statement (by Staff Members)
6.5
6.5 Confidentiality and Conflict of Interest Statement (by Individuals other 

than IRB Members and Expert Consultants)
6.6
6.6 Confidentiality Statement (by Individuals viewing IRB documents)
6.7
6.7 Conflict of Interest Statement by the Principal Investigator
6.8
6.8 Confidentiality Statement by Research Personnel
6.9
6.9 Conflict of Interest and Confidentiality Statement by Research 

Personnel
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