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Website for Regulation and Ethical Guidelines
1. World Medical Association (WMA). Declaration of Helsinki — Ethical Principles for

Medical Research Involving Human Subjects. (https://www.wma.net/policies-

post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-

human-subjects/)

2. The Council for International Organizations of Medical Sciences (CIOMS).

International Ethical Guidelines for Health-related Research Involving Humans. 2016.

(http://www.cioms.ch/guidelines nov 2016 _blurb.htm)
3. Nuffield council on Bioethics (http://www.nuffieldbioethics.org)

4. World Health Organization (WHO). Operational guidelines for ethics committees that
review biomedical research. (https://apps.who.int/iris/handle/10665/66429)

5. Office for Human Research Protections. 45 CFR 46.

(https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html)

6.  The U.S. Department of Health & Human Services (HHS). The Belmont Report.

(https://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/index.html)
7. The Office of Research Integrity (ORI). The U.S. Department of Health & Human
Services (HHS). Nuremberg Code: Directives for Human Experimentation.

(https://ori.hhs.gov/content/chapter-3-The-Protection-of-Human-Subjects-

nuremberg-code-directives-human-experimentation)

The guidelines and regulations on SIRB website (http://www.si.mahidol.ac.th/sirb/) and the

web-links are also available on the website. Whenever the policy changes the information
will be show on the SIRB website and the Faculty of Medicine Siriraj Hospital Electronic
Document System (e-doc). The letters regarding to the changes information will also be sent

to the Head of Department/ Unit.

Example of document and related form can be downloaded from www.si.mahidol.ac.th/sirb

Title: Haman Research Protection Unit
Contact address: SIRB office, Faculty of Medicine Siriraj Hospital
Office of Siriraj Institutional Review Board, Faculty of Medicine Siriraj Hospital, Room 210, oM

Floor.
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His Majesty the King’s 80th Birthday Anniversary Sth December 2007 Building.
2, Wanglang road, Siriraj, Bangkoknoi, Bangkok, 10700 THAILAND.
Tel: 66-2419-2667 — 72. Fax: 66-02411-0162

Email: siethics@mahidol.ac.th Website: www.si.mahidol.ac.th/sirb

NUIBITFIIUNTIVULIUAY ASUNNEAIENIAITIUNLIUIE UNINEIGeUAna

A0NUARAGD MIBTZ5TUNTITE o4 210 Fu 2 9I1ANTLABUNTLLRESA 80 NI5E1 5 FuAN 2550
@uf 2 auuTands WAz waunentos NN 10700

NSANA 02-419-2667-72 Insans 02411-0162

Email: siethics@mahidol.ac.th Website: www.si.mahidol.ac.th/sirb
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Appendix

Operating procedures for initial review

Initial review process

v 4

2 reviewers, l
2 reviewers, 1 lay person

Determination of approval

Determination Category

1 - Approval
2 - Required minor revisions
3 — Required major revisions
4 - Disapproved
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Determination for initial review

Determination for Initial review

——+ 3. Required major revisions

Researcher revises or clarifies
the protocol in accordance with
SIRB’s recommendations
(within 90 days)

Appeal of IRB determination
allowed (within 60 days)

Secretary considers the |
revision & clarification
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Operating procedures for continuing protocol

Continuing review process

Report form no. 5.1-5.2

Report form no. 7

!

Report form no. 6.1

|

Report form no. 6.2

|

&

Report form no. 8.1

F

IRB
convened
meeting

———+ Notification

Routine (E.g. vulnerability, high risk)

For cause (E.g. noncompliance, complaint)

., Acknowledge of
SAE/SUSARSs report
Acknowledge of
deviation report
Temporary
suspension/Terminatio
Approval of
amendment
Acknowledge of
document
—— COA renew
Acknowledge of
close out
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