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A 4 Newly composed. 20140519
B 4 5.4

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

20150119

C 4 1. /
1. The original “Human Research Committee” was 

renamed “The First/Second IRB Committees.”
2. 4.1 /
2. Item 4.1 was revised: The original “clinical trial” was 

replaced by “human research/clinical trial.”
3. 5.1
3. The list of relevant documents was revised in item 5.1 

Flow Chart.

20160318

D 3 5.3.1
2

Item 5.3.1 was revised: “Review and approval” was 
added to the sentence “The subject complaint form 
should be submitted to the (Vice) Chair for review and 
approval.”

20170709

E 6 1. 5.4.1

1. Item 5.4.1 was revised: “The (Vice) Chair may assign an IRB member 
or staff member to conduct an investigation or intervention.”

2. 5.4.4 14

2. Item 5.4.4 was revised: “The staff member may inform the 
complainant of the initial handling progress within 14 calendar days 
after receiving the complaint or request.”

20190527
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E 6 3. 5.6.2 IRB 7

14
3. Item 5.6.2 was added: “The PI should provide a response within 7 calendar 

days after receiving the IRB's notice, no later than 14 calendar days.”
4. 5.6.3 14

4. Item 5.6.3 was added: “The staff member should inform the 
complainant or PI of the final handling decision within 14 calendar 
days after a decision is done at the IRB board meeting.”

5. 5.6.4
7

5. Item 5.6.4 was added: “Where there is a disagreeing on the final 
decision made at the review meeting, the appeal should be filed 
within 7 calendar days by the complainant or PI, and the appeal would 
be limited to one time.”

6. 6.1
6. Appendix 6.1 was replaced.

20190527

E 6 2021 03 25

Complied with the regulations of TCVGH, this document 
was to be re-examined on 25 March, 2021, and the 
content did not need to be revised.

20190527

This column is blank and continues on the next page.
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F 7 1. /

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

2. 1.
2. Item 1 “Purpose” was revised.
3. 6.1
3. Appendix 6.1 was replaced.

20230420

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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1.

/ /

1. Purpose
It is the responsibility of the IRB Committees to protect the rights 
and welfare of research subjects.  On each approved ICF, the 
following passage should be included: “If you have doubts about 
the nature of the clinical trial/research during the clinical 
trial/research process, have opinions on the rights of a patient, or 
suspect that you have been victimized by participating in the 
research, you can contact the relevant units of Taichung Veterans 
General Hospital for consultation” Contact information 
including telephone number, and e-mail should also be included.  
The purpose of this SOP is to provide guidance for handling 
complaints by research subjects who have concerns about their 
rights.  The IRB, if necessary, will intervene and assist the 
subjects to protect their rights.

2.

2. Scope
This SOP applies to all cases of complaints by research subjects 
who have concerns about their rights or welfare.

3.

3. References
None.
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4.

4. Definitions
4.1

/

4.1 Subjects’ Rights
The human rights and dignity of human research/clinical trial 
subjects and their family members should be protected by laws 
and regulations on the foundation of freedom, justice, and 
peace.
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5.

5. Procedure
5.1 /

5.1 Flow Chart for Handling Subject Complaints or Questions

Flow Chart Responsible Personnel Relevant Documents

Records Retention

Receiving subject 
complaints or questions

Investigation or 
intervention

Initial review and handling

Response by PI

Board Meeting

/ / /
Staff Members/Executive 

Secretary/(Vice) Chair

/
Subject Consultatio

n/
Complaint Form

/ /
Staff Members/Executive 

Secretary/(Vice) Chair

/
Subject Consultatio

n/
Complaint Form

/ / /
Staff Members/Executive 

Secretary/(Vice) Chair

/
Subject Consultatio

n/
Complaint Form

Members

Principal Investigator

Staff Members
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5.2

5.2 Receiving subject complaints or questions
5.2.1

5.2.1 Questions or complaints raised by clinical trial subjects 
may be handled by the (Vice) Chair, Executive Secretary, 
IRB members, or staff members.

5.2.2 / /

5.2.2 The IRB staff member is responsible for initial review and 
handling of the subject complaint and record it in the 
Subject Consultation/Complaint Form.

5.3

5.3 Initial review and handling
5.3.1 /

5.3.1 The staff member should submit the 
Subject Consultation/Complaint Form to the Executive 
Secretary for initial handling.  The Executive Secretary 
should then submit the case to the (Vice) Chair for review 
and determination.

5.3.2

5.3.2 The (Vice) Chair should:
5.3.2.1

5.3.2.1 review the status of communication between the 
subject and the IRB office or research personnel.

5.3.2.2

5.3.2.2 ask the subject to provide follow-up information.
5.3.2.3
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5.3.2.3 give recommendations based on needs.
5.4

5.4 Investigation or intervention
5.4.1

5.4.1 The (Vice) Chair may assign an IRB member or staff
member to conduct an investigation or intervention.

5.4.2 /

5.4.2 All relevant information and actions taken should be 
recorded on the Subject Consultation/Complaint Form, 
including follow-up monitoring.

5.4.3

5.4.3 The Subject Consultation/Complaint Form should be 
signed and dated by the IRB member or staff member.

5.4.4 14

5.4.4 The staff member may inform the complainant of the initial 
handling progress within 14 calendar days after receiving 
the complaint or request.

5.5

5.5 IRB Board Meeting Discussion

A subject complaint determined by the IRB to have major 
impact on the subject’s rights should be placed on the agenda 
for the IRB board meeting for discussion and resolution.

5.6

5.6 The PI’s Response
5.6.1
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5.6.1 The PI should be notified by writing of the IRB board 
meeting resolution regarding a subject complaint.  The PI 
should be required to provide an explanation.

5.6.2 IRB 7
14

5.6.2 The PI should provide a response within 7 calendar days 
after receiving the IRB's notice, no later than 14 calendar 
days.

5.6.3 14

5.6.3 The staff member should inform the complainant or PI of
the final handling decision within 14 calendar days after a 
decision is done at the IRB board meeting.

5.6.4 7

5.6.4 Where there is a disagreeing on the final decision made at 
the review meeting, the appeal should be filed within 7 
calendar days by the complainant or PI, and the appeal 
would be limited to one time.

5.7

5.7 Records Retention

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

Number Name of Document Retention Location Retention Period

1
/

Subject Consultation/Complaint 
Form 

IRB
IRB Office

3
At least 3 years after 

the trial is closed
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6.

6. Appendix
6.1 /

6.1 Subject Consultation/Complaint Form
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