
Ta ichung Veterans  Genera l  Hospi ta l

Record of Composition and Revisions of Controlled Documents

Document Number
IRB- - -2006

IRB-Regulations of Operation- 2006 Title SOP of Managing Protocol Submissions

Composed 
by The IRB Committees Level of 

Confidentiality
      

Applied to
All units in the hospital

Other (Please specify): The IRB Committees

VersionNo. Pages Summary of Revisions of the Document Date of Implementation
A 9 Newly composed. 20140519
B 6 5.4

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

20141125

C 7 1. 5.1
5.6.3

1. Revised item 5.1 Flow Chart; added ‘Compilation of 
Reviewers’ Comments’ and item 5.6.3 Procedure for 
Advice and Guidance; revised relevant documents. 

2. 5.5.6

2. Added item 5.5.6 Reviewers shall evaluate the 
hazards and potential benefits of the protocol.

20150923

D 7 1. /
1. The original “Human Research Committee” was 

renamed “The First/Second IRB Committees”. 
2.

5.1 5.5.2 5.5.5 5.5.6 5.7
2. Replaced “Review Comment Form” with “IRB Review 

Checklist”: 5.1, 5.5.2, 5.5.5, 5.5.6, 5.7.
3.

5.3.1.1 5.7 6.1
3. Replaced “Full Board Review Protocol Submission 

Checklist” and “Expedited Review Protocol 
Submission Checklist” with “New Protocol Submission 
Checklist” in item 5.3.1.1; revised 5.7 Records 
Retention and Appendix 6.1.

4. 5.4.2
4. Added the procedure of selecting the Vice Chair as a 

reviewer in item 5.4.2. 
5.
5. Fixed typos.

20160318
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D 7 6. 6.2

/ 6.3

6. Revised Appendix 6.2 Meeting Notice; replaced 
“Exempt Review Protocol Submission Checklist” with 
“Exempt Review Application Form;” deleted Appendix 
6.3 “Expedited Review Protocol Submission 
Checklist;” replaced “Application of Protocol Closure 
Report Checklist” with “Protocol Closure Report 
Checklist.”

20160318

E 8 1. 3.1 3.2 3.6
1. Revised the versions of references 3.1, 3.2 and 3.6. 
2. 5.1
2. Revised relevant documents in item 5.1 Flow Chart. 
3. 5.2.2

2
PTMS

3. Revised item 5.2.2 documents required for protocols of all 
categories; deleted “required two photocopies” under 
“Protocol submissions for full board review and expedited 
review;” added “One hard copy of original documents in the 
case of PTMS application” under submissions of protocol 
amendments and continuing review reports.

4. 5.4.1

5.1
4. Revised item 5.4.1 Review Category Evaluation; added 

“The Executive Secretary shall make a primary 
recommendation as to whether the protocol qualifies for 
expedited review for the Chair or Vice Chair to approve (if 
the Executive Secretary is also an IRB member, she/he may 
make the decision directly);” meanwhile, revised the 
responsible personnel in item 5.1 Flow Chart.

20170709
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E 8 5. 5.4.2

5. Deleted the explanation about the Chair and the Vice 
Chair serving as reviewers in the original item 5.4.2. 

6. 5.4.2
6. Revised item 5.4.2; deleted the part about the Vice 

Chair selecting reviewers.
7. 5.5
7. Revised item 5.5: Deleted “Review Category shall be 

judged by the Executive Secretary and the Vice 
Chair.”

8. 5.5.3 7 6
8. Revised item 5.5.3 Review time limit: Replaced 

“seven” calendar days with “six.”
9. 5.5.4
9. Revised the personnel responsible for the reselection 

of IRB members in item 5.5.4. 
10. 5.6 6.

5.6.2 5.6.3
10. Adjusted the order of items in item 5.6 Records 

Retention and Appendix 6 to be consistent; 
meanwhile, revised the appendix number in item 
5.6.2 and item 5.6.3. 

11. 6.1-6.10
11. Replaced Appendices 6.1 to 6.10.
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F 8 1. 3.4

1010265129 2012 (
1071661626 2 3 6 7 2018)

1. Updated reference 3.4 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).”

2. 6.1 6.2 6.4 6.5 6.7
2. Revised Appendices 6.1, 6.2, 6.4, 6.5, and 6.7.

20181026

G 18 1. IRB

1. Process related to hardcopies was revised to comply 
with the new IRB policy of paperless submission.

2. 5.2.2
2. Required documents for protocols in item 5.2.2 were 

revised.
3. 5.4.1
3. Deleted item 5.4.1 “The staff members should stamp 

submitted documents and fill in the date.  
4. 5.5.7

4. Added item 5.5.7 The reviewers should judge whether 
the subjects are selected fairly and whether the terms 
of exclusion are reasonable based on the principle of 
justice and fairness. 

20190527
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G 18 5. 5.5.8

5. Added item 5.5.8 The procedure of reviewing the 
Informed Consent Form.

6. 5.5.9
6. Added item 5.5.9 The procedure of reviewing 

recruiting subjects.
7. 6.
7. Revised 6. Appendices.

20190527

H 19 1. AAHRPP
1.The following modifications were made according to 

the recommendations of AAHRPP (Association for the
Accreditation of Human Research Protection Program)
reviewers.

2. 5.5.10
2.Added item 5.5.10 contents.
3. 6.1 6.5 6.6
3.Appendices 6.1, 6.5 and 6.6 were replaced.

20191018
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I 19 1. 3.2 109

08 28 1091407788

1. Updated reference 3.2 into ““Regulations for Good
Clinical Practice” amended on August 28 2020, 
pursuant to Ministry of Health and Welfare 
Bu-Shou-Shi-Zi No. 1091407788.”

2. 3.6 109 01 15
10900003861

2. Updated reference 3.6 into “Medical Care Act, amended and 
promulgated as per the Presidential Order Hua-Zong-Yi-Yi-Zi
No. 10900003861 dated 15 January 2020.”

3. 5.3.7.2

3.Replaced “List of Subjects and Description of 
Enrollment” with “Name List of Clinical Trial Subjects”.

4. 5.5.8.12
4.Added item 5.5.8.12 contents.
5. 6.1 6.2 6.3 6.4 6.5 6.6 6.7 6.8 6.9 6.10
5.Appendices 6.1, 6.2, 6.3, 6.4, 6.5, 6.6, 6.7, 6.8, 6.9, 

and 6.10 were replaced.

20210528

J 19 1. 5.5.3 6 6
1. Revised item 5.5.3 Review time limit: Replaced “six 

calendar days” with “six work days.”

20211209

Blank. Continued on next page.
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K 19 1. /

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

2. 3.7 ~ 3.9
2. Items 3.7-3.9 were added in References.
3. AAHRPP 5.2.3
3. According to the recommendations of AAHRPP 

(Association for the Accreditation of Human 
Research Protection Program) was added Items
5.2.3.

4. 5.3.1.2 5 5
4. Revised item 5.3.1.2: Replaced “five calendar days” 

with “5 work days.”
5. 5.5.9.2
5. Revised item 5.5.9.2.
6. 6.1~6.7 6.10 6.11
6. Appendices 6.1 ~6.7 and 6.10, 6.11 were replaced.

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
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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 standard regulations to 
manage the review of human research protocols at TCVGH to 
ensure the lawfulness of the research. 

2.

2. Scope
This SOP applies to managing review items of all human research 
protocols of the following categories at TCVGH.
2.1
2.1 Protocols for Full Board Review
2.2
2.2 Protocols for Expedited Review
2.3
2.3 Protocols for Exempt Review
2.4
2.4 Protocol Amendments
2.5
2.5 Continuing Review Reports
2.6 /
2.6 Protocol Suspension/Termination Reports
2.7
2.7 Protocol Closure Reports
2.8
2.8 Other items needing review
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3.

3. References
3.1 105 4 14

1051662154

3.1 “Regulations on Human Trials” amended on April 14, 
2016,pursuant to Ministry of Health and Welfare Wei-Bu-Yi-Zi 
No. 1051662154. 

3.2 109 08 28
1091407788

3.2 “Regulations for Good Clinical Practice” amended on August
28 2020, pursuant to Ministry of Health and Welfare 
Bu-Shou-Shi-Zi No. 1091407788.

3.3 10000291401
26 100 12 28

3.3 “Human Subjects Research Act,”26 articles in total, stipulated 
and promulgated pursuant to Zong-Tung Hua-Zong-Yi-Yi-Zi No. 
10000291401; effective since December 28, 2011. 

3.4
1010265129 2012 (

1071661626 2 3 6 7 2018)

3.4 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).

3.5
1010265083 2012

3.5 “The Scope for Human Trials Applicable to Subject Consent 
Waiver” pursuant to Wei-Shu-Yi-Zi No. 1010265083, 2012.

3.6 109 01 15 10900003861
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3.6 Medical Care Act, amended and promulgated as per the 
Presidential Order Hua-Zong-Yi-Yi-Zi No. 10900003861 dated 
15 January 2020

3.7 110 12 14 1101668486

3.7 “The Human Trials of New Medical Technology - Review 
Standard Operating Procedures” announced by Ministry of 
Health and Welfare on 14 December 2021, pursuant to 
Wei-Bu-Yi-Zi No. 1101668486.

3.8 109 01 15 10900004021
85 

3.8 Medical Devices Act, promulgated as per the Presidential 
Order Hua-Zong-Yi-Yi-Zi No. 10900004021 dated 15 January
2020.

3.9 110 04 09 1101601721
72 

3.9 Regulations on Good Clinical Practice for Medical Devices,
promulgated as per the Ministry of Health and Welfare 
Wei-Shou-Shi-Zi No. 1101601721 dated 09 April 2021.

4.

4. Definition
4.1 PTMS (Protocol Tracking 

&Management System PTMS)

4.1 PTMS: Protocol Tracking & Management System. 
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5.

5. Procedure
5.1
5.1 Flow Chart of Managing Protocol Submissions

Flow Chart Responsible 
Personnel Relevant Documents

Acceptance of Submissions

Confirmation of 
Submissions

Evaluation of 
Review Category

Yes

No

Review of 
Submissions

Records Retention

Compilation of Reviewers 
Comments

/

PI/Staff Members

/

Relevant Documents of All Submissions/IRB 
Review Fee Schedule

Staff Members

/ / / /
/ / /

/ /
/ /

Submission Checklists of All Categories/Meeting 
Notice/Application Forms of All 

Categories/Protocol Review Routing Form/List of 
Organized Documents/Protocol Amendments 

Checklist/Continuing Review Report 
Checklist/Protocol Suspension or Termination 

Report/Protocol Closure Report Checklist/Name 
List of Clinical Trial Subjects/Management 

Database

/
Executive Secretary 

(if also an IRB 
member)/(Vice) Chair

/ / PTMS /
/

Submitted Documents/Reviewers Selection 
Form/PTMS/Email/Relevant review forms 

according to the SOP

/
/

Staff Members/
Reviewers/

Expert Consultants

/

IRB Review Checklists/Form of Response 
to IRB Reviewers’ Comments

Staff Members

/

Protocol Withdrawal Application 
Form/Record of Guidance on Human 

Subject Protection and Research Ethics

Staff Members
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5.2

5.2 Acceptance of Submissions
When receiving submissions of all categories, IRB staff 
members shall process them by following the guidelines below.

5.2.1

5.2.1 Confirm completion of payment pursuant to the “IRB 
Review Fee Schedule” of TCVGH.

5.2.2

5.2.2 Confirm receipt of documents required for submissions of 
all categories

Submission Category Required Documents

Protocol for Full Board Review Electronic files

Protocol for Expedited Review Electronic files

Protocol for Exempt Review One original documents and electronic files

Protocol Amendments

PTMS

Electronic files (one hard copy of original and duplicate 
documents if applied not on PTMS)

Continuing Review Report

PTMS

Electronic files (one hard copy of original and duplicate 
documents if applied not on PTMS)

/
Protocol 
Suspension/Termination 
Report

PTMS

Electronic files (one hard copy of original documents if 
applied not on PTMS)

Protocol Closure Report

PTMS

Electronic files (one hard copy of original documents if 
applied not on PTMS)

PTMS
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Others items needing 
review Electronic files (one hard copy of original and duplicate 

documents if applied not on PTMS)

5.2.3

5.2.3 In case of extraordinary circumstances such as the 
pandemic or natural disasters, when the review method is 
changed, the documents must be kept intact.

5.3

PTMS

5.3 Confirmation of Submissions
Staff members shall confirm if all needed documents are 
submitted, and check the correctness of the documents 
according to the submission checklists of all categories.  Upon 
finding any missing or mistaken item, staff members shall send 
a PTMS notice to the principal investigator (PI) and return all 
submitted documents to the PI.  Any incomplete submission 
may only be returned once.  If the PI disagrees, the case shall 
be sent to an IRB member for judgment. 

5.3.1

5.3.1 Protocols for full board review
5.3.1.1

6.1

5.3.1.1 Staff members shall confirm if all documents are 
submitted according to the “New Protocol Submission 
Checklist” (see Appendix 6.1). 

5.3.1.2 5
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5.3.1.2 A protocol for full board review may be scheduled in 
the agenda of an IRB board meeting if the preliminary 
review was completed and the PI responded to 
reviewers’ comments at least 5 work days before the 
scheduled board meeting.

5.3.1.3

5.3.1.3 Staff members shall confirm if all documents are 
submitted pursuant to “Meeting Notice”. 

5.3.2

5.3.2 Protocols for expedited review
5.3.2.1

5.3.2.1 Staff members shall confirm if all documents are 
submitted pursuant to “New Protocol Submission 
Checklist”. 

5.3.3
/

5.3.3 Protocols for exempt review
Staff members shall confirm if all documents are submitted 
following the checklist on the “Exempt Review Application 
Form”. 

5.3.4

5.3.4 Protocol amendments
5.3.4.1

5.3.4.1 Staff members shall confirm if all documents are 
submitted pursuant to “Protocol Amendments 
Checklist”. 

5.3.4.2
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5.3.4.2 All amendments shall be included in the comparison 
table. 

5.3.4.3

5.3.4.3 All amendments shall be underlined, boldfaced or 
highlighted. 

5.3.5

5.3.5 Continuing review reports
Staff members shall confirm if all documents are submitted 
pursuant to “Continuing Review Report Checklist”. 

5.3.6 /
/

5.3.6 Protocol suspension/termination reports
Staff members shall confirm if all documents are submitted 
pursuant to “Protocol Suspension/Termination Report”. 

5.3.7

5.3.7 Protocol closure reports
5.3.7.1

5.3.7.1 Staff members shall confirm if all documents are 
submitted according to the “Protocol Closure Report 
Checklist”. 

5.3.7.2 8

5.3.7.2 If the nature of the trial conforms with the 
“experimental research of new medical technology, 
new medicament, new medical implement, or the 
bioavailability and bioequivalence of generic drugs on 
humans” stipulated in Article 8 of Medical Care Act, 

2023.08.10
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medical records shall be preserved indefinitely 
pursuant to laws. Two copies of “List of Subjects and 
Description of Enrollment” shall be submitted—one for 
the Section of Medical Records, and the other for the 
IRB Archive. 

5.3.7.3

5.3.7.3 For non-drug clinical trials, some entries on the forms 
may be specified as “Not applicable.”

5.3.8

5.3.8 Each new submission shall be given a number according 
to the principles of assigning numbers stipulated in the 
SOPs.  The number shall be recorded in the column of 
“IRB Number” on all forms related to the submission. 

5.3.9

5.3.9 Upon completion of the administrative review of protocols 
of all categories, staff members shall record the title of 
each submission in “Management Database.” 

5.4

5.4 Evaluation of Review Category
5.4.1

5.4.1 After confirming all required documents are submitted 
pursuant to the SOPs of all categories of submission, staff 
members send them to the Executive Secretary. The 
Executive Secretary shall make a primary 
recommendation as to whether the protocol qualifies for 
expedited review for the Chair or Vice Chair to approve (if 
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the Executive Secretary is also an IRB member, she/he 
may make the decision directly), and in case needed, 
select reviewers and fill in the “Reviewers Selection Form.” 

5.4.2 PTMS

5.4.2 After the Executive Secretary has selected reviewers, staff 
members shall notify the reviewers via PTMS or via E-mail. 

5.5

5.5 Review of Submissions
Staff members shall send protocol documents to reviewers 
pursuant to the regulations in the “SOP for Managing Protocol 
Submissions.”

5.5.1

5.5.1 The names of reviewers shall be confidential to avoid any 
potential interference or pressure related to the protocol 
under review. 

5.5.2

5.5.2 Staff members shall prepare the IRB Review Checklists.
5.5.3 6

5.5.3 Staff members shall fill in the review time limit, which shall 
be 6 work days.

5.5.4

5.5.4 If an assigned reviewer discovers any potential conflict of 
interest, or if the reviewer’s expertise does not match the 
content of the protocol, the reviewer may return the 
protocol to the staff member, and the Executive Secretary 
shall select another reviewer more suitable for the task.
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5.5.5

5.5.5 Reviewers shall conduct the review with fairness and 
objectivity.  Reviewers’ comments shall be written in detail 
according to each item in the IRB Review Checklists. In the 
case of any possible interference or pressure, reviewers 
shall report the incident immediately to the Chair or Vice 
Chair. The IRB is responsible for eliminating any 
interference or pressure. 

5.5.6

5.5.6 Reviewers shall evaluate the hazards and potential 
benefits of the protocol (pursuant to the evaluation of 
hazards and benefits in the IRB Review Checklists). 

5.5.7

5.5.7 The reviewers should judge whether the subjects are 
selected fairly and whether the terms of exclusion are 
reasonable based on the principle of justice and fairness.

5.5.8

5.5.8 The procedure of reviewing the Informed Consent Form:
5.5.8.1

5.5.8.1 Reviewers shall evaluate contents in the Informed 
Consent Form, and the procedures in obtaining the 
subject signatures. The Informed Consent Form must 
provide all information each subject needs to know 
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prior to enrolling in the study. Reviewers shall 
confirm that each subject is free to participate in the 
study voluntarily after considering all factors involved.

5.5.8.2

5.5.8.2 Reviewers should pay attention to whether the 
principal investigator or the designated personnel can 
give subjects, their legal representatives or those with 
the right to have sufficient time and opportunity to 
inquire on details of the study beforehand. The
Informed Consent Form must be obtained from the 
subject under voluntary conditions.

5.5.8.3

5.5.8.3 Reviewers should pay attention to confirm the principal 
investigator or the designated personnel is able to 
provide each subject all necessary information in full 
on the study, explain contents of the Informed Consent 
Form and provide all written opinions related to the 
study approved by IRB.  A colloquial and 
non-professional language should be used to enable
subjects to fully understand the contents before 
signing and dating the consent form at the end.

5.5.8.4 (
GCP )

5.5.8.4 Reviewers shall confirm that the principal investigator 
completes the Informed Consent Form in accordance 
with law (Medical Care Act, Human Subjects Research 
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Act, Regulations on Human Trials, GCP, etc).
5.5.8.5

5.5.8.5 Reviewers should assess whether the principal 
investigator has the ability to ensure that the recruited 
subjects receive timely and up-to-date information 
related to their rights, safety and well-being throughout 
the course of study.  In the case that important new 
information arises that may affect the consent of 
subjects, the Informed Consent Form should be 
revised and the written information be provided to 
subjects with immediate oral disclosure.

5.5.8.6

5.5.8.6 Reviewers should demand the principal investigator to 
establish a mechanism for responding to inquiries or 
complaints from the subjects during the study period.

5.5.8.7

5.5.8.7 Reviewers should examine the Informed Consent 
Form to ensure it provides all necessary written 
information to the subjects, and in no case that any 
subject, legal representative or person with the right to
consent to waive their legal rights or to be exempted 
from signing the Informed Consent Form. In no case 
that the legal responsibility of the Principal Investigator, 
the Organization, the Sponsor, the Contract Research 
Organization be waived.

5.5.8.8
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5.5.8.8 In the case that human trials need to be used to treat 
emergency conditions when informed consent cannot 
be obtained beforehand from the subjects, legal 
representative or person with the right to consent, an 
emergency plan must be detailed in the study protocol
and be approved by the IRB Committee.  However, if 
written consent of the subjects, legal representative or 
person with the right to consent can be obtained, that 
should be done as soon as possible prior to the start of 
study.

5.5.8.9 IRB

5.5.8.9 When the principal investigator may be in contact with 
adults who are unable to give consent, the IRB should 
evaluate whether:

5.5.8.9.1

5.5.8.9.1 The proposed study protocol is sufficient to assess 
the capacity of subjects to give consent.

5.5.8.9.2

5.5.8.9.2 The consent of subjects is necessary, and the 
consent is sufficient for the study.

5.5.8.10

5.5.8.10 Signing the Informed Consent Form is a necessary 
prerequisite for the study.  If the informed consent is 
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not reasonably expected to be obtained, or if the 
informed consent increases the risk of the subjects, 
the principal investigator must submit an application 
to the IRB Committees for approval of this situation.

5.5.8.11
101 07 05

( ) 1010265083

5.5.8.11 Reviewers should determine if the research protocol 
can or cannot be exempt from the informed consent 
procedures based on the risk level of the study 
according to the announcement by the Ministry of
Health and Welfare (formerly known as the 
Department of Health) on July 5, 2012, pursuant to 
Wei-Shu-Yi-Zi No. 1010265083.

5.5.8.12

5.5.8.12 The reviewers examines whether participants with 
lack of deciding ability are involved according to the 
protocol, and requires the principal investigator to 
propose relevant specific protective measures.  The 
reviewers should also evaluate and track in 
accordance with the participants, cases, time, 
location, and physical, psychological, social and 
experience, privacy and other impacts.

5.5.9

5.5.9 The procedure of reviewing recruiting subjects:
5.5.9.1
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5.5.9.1 Reviewers should examine the various materials used 
in recruiting subjects, including print advertisements, 
multimedia materials, rewards, methods, and 
schedules received by potential subjects to ensure 
fairness in recruitment.

5.5.9.2

5.5.9.2 Reviewers should evaluate the appropriateness of the 
advertisements for subject recruitment, and ensure 
that no emphasis is made in the advertisement 
regarding free medical treatment for the subjects.

5.5.10 IRB

5.5.10 In the case when community members shall participate in 
the research project during the review process, in order to 
strengthen the IRB's ability to review the the research
involving community participation, the following methods 
can be used:

5.5.10.1

5.5.10.1 Inclusion of IRB members with expertise in 
community based participatory research.

5.5.10.2 

5.5.10.2 Education of IRB members in community based 
participatory research.

5.5.10.3 IRB

5.5.10.3 Sharing IRB experience with this type of research.
5.6

5.6 Compilation of Reviewers’ Comments
5.6.1

5.6.1 Reviewers shall provide comments or opinions pertinent to 
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every relevant issue and shall avoid inconsistent 
comments or opinions. 

5.6.2

5.6.2 If the PI decides not to execute the research before the 
protocol is approved, she/he shall submit a “Checklist and 
Application Form of Protocol Withdrawal”. After being 
reviewed and approved by the Chair, the Vice Chair and 
the Executive Secretary, the protocol withdrawal shall be 
reported to the IRB board meeting for confirmation. 

5.6.3

5.6.3 It researchers and other protocol-related staff have 
questions or concerns related to issues about human 
subject protection and research ethics, they may request 
advice or guidance from the IRB. Staff members shall fill 
in the “Record of Guidance on Human Subject Protection 
and Research Ethics”, and send it to the Chair or the Vice 
Chair for approval after having provided advice or 
guidance.

5.7

5.7 Records Retention
Relevant personnel should keep all records safely following the 
guidelines below.

Document Number Name of Document Retention 
Location

Retention 
Period

1 New Protocol Submission Checklist
IRB
IRB Archive

3
3 years after the trial 

is closed
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6.

6. Appendices
6.1

6.1 New Protocol Submission Checklist
6.2

6.2 Meeting Notice

2 Meeting Notice
IRB
IRB Archive

3
3 years after the trial 

is closed

3 Exempt Review Application Form
IRB
IRB Archive

3
3 years after the trial 

is closed

4 Protocol Amendments Checklist
IRB
IRB Archive

3
3 years after the trial 

is closed

5 Continuing Review Report Checklist
IRB
IRB Archive

3
3 years after the trial 

is closed

6 /
Protocol Suspension/Termination Report

IRB
IRB 

Archives

3
3 years after the trial 

is closed

7 Protocol Closure Report Checklist
IRB
IRB Archive

3
3 years after the trial 

is closed

8 Review Category Evaluation Form
IRB
IRB Archive

3
3 years after the trial 

is closed

9 Reviewers Selection Form
IRB
IRB Archive

3
3 years after the trial 

is closed

10 Protocol Withdrawal Application Form
IRB
IRB Archive

3
3 years after the trial 

is closed

11
Record of Guidance on Human Subject 
Protection and Research Ethics

IRB
IRB Archive

3
3 years after the trial 

is closed
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6.3

6.3 Exempt Review Application Form
6.4

6.4 Protocol Amendments Checklist
6.5

6.5 Continuing Review Report Checklist
6.6 /

6.6 Protocol Suspension/Termination Report
6.7

6.7 Protocol Closure Report Checklist
6.8

6.8 Review Category Evaluation Form
6.9

6.9 Reviewers Selection Form
6.10

6.10 Protocol Withdrawal Application Form
6.11

6.11 Record of Guidance on Human Subject Protection and 
Research Ethics
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