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Levels of IRB Review

® More than ‘minimal risk’
® Not covered under other review categories

® Vulnerable subjects

® Not greater than ‘minimal risk’
® Fits one of Expedited Review

Categories

® Less than ‘minimal
risk’
® Fits one of Exempt

Categories

*Defined by federal regulation (45 CFR 46)
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Initial Submission Protocols for Ethical Review

(2019 - 2021)

Number of Protocols

Department
2019 2020 2021
1) Medical Service Department 27 (30.3%) 40 (46.5%) 29 (37.7%)
2) Health Department 2 (2.3%) 2 (2.3%) 2 (2.6%)
3) Other Institutes 60 (67.4%) 44 (51.2%) 46 (59.7%)

* Total 89 (100.0%) 86 (100.0%) 77 (100.0%)



Initial Submission Protocols by Type of Review

Number of Protocols
Department / Type of review

2019 2020 2021
1) Medical Service Department 27 (30.3%) 40 (46.5%) 29 (37.7%)
- full board review 12 (13.5%) 15 (17.4%) 7 (9.1%)
- expedited review 12 (13.5%) 21 (24.4%) 20 (26.0%)
- exemption 3 (3.3%) 4 (4.7%) 2 (2.6%)
2) Health Department 2 (2.3%) 2 (2.3%) 2 (2.6%)
- full board review 2 (2.3%) - 2 (2.6%)
- expedited review - 2 (2.3%) -
- exemption - - -
3) Other Institues 60 (67.4%) 44 (51.2%) 46 (59.7%)

- full board review
- expedited review
- exemption

* Total
- full board review
- expedited review

- exemption

26 (29.2%)
29 (32.6%)
5 (5.6%)
89 (100.0%)
40 (44.9%)
41 (46.1%)
8 (9.0%)

13 (15.1%)
29 (33.8%)
2 (2.3%)
86 (100.0%)
28 (32.6%)
52 (60.5%)
6 (6.9%)

16 (20.8%)
29 (37.6%)
1 (1.3%)
77 (100.0%)
25 (32.5%)
49 (63.6%)
3 (3.9%)



Ethical Review Results

(2019 - 2021)

Ethical Considerations

1) Approval

2) Approval after correction

3) Correction and resubmission
4) Disapproval

* Total

Number of Protocols

2019
7 (9.1%)
59 (76.6%)
11 (14.3%)

77 (100%)

2020
3 (3.8%)
69 (86.2%)
6 (7.5%)
2 (2.5%)
80 (100%)

2021
1 (1.4%)
61 (82.4%)
12 (16.2%)

74 (100%)
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SIDCER-FERCAP & NECAST SURVEY

Bangkok Metropolitan Administration Human Research Ethics Committee
and SIDCER-FERCAP & NECAST Surveyors and Trainees

March 2 - 4, 2020




The Strategic Initiative for Developing
Capacity in Ethical Review

SIDCER

Conbalang BTias fod Hewm Ressscn

in collaboration with the

Forum for Ethical Review Committees in
Asia and the Western Pacific Region

hereby awards recognition to the

Bangkok Metropolitan Administration
Human Research Ethics Committee (BMAHREC)
(Bangkok, Thailand)

for its compliance with the
Declaration of Helsinki, International Council for Harmonisation
(ICH) Guidelines, Good Clinical Practice (GCP) Standards,
Council for International Organizations of Medical Sciences
(CIOMS) Guidelines, World Health Organization (WHQ)
Standards and Operational Guidance for Ethics Review of
Health-Related Research and Surveying and Evaluating Ethical
Review Practices, EC/IRB Standard Operating Procedures
(SOPs), and Local Regulations and Standards in Ethical Review

Awarded during the 20" FERCAP General Assembly
-in Manila, Philippines (via Zoom) on December 9,2020

1 ’_ G ,l.--, 3 v :* =
JUNTRA KARBWANG KENJI H]RAYAMA
SIDCER Coordinator FERCAF Chair

Thailand Research Expo 2021
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