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(7) nmsehAnma (Monitoring, Measuring)
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2. Aapnannistiuindeyalumesunislszguaniznssunisasasssunisdyluay

3. AARINAINAAUNNELAIHNA

(8) LANANSNLN TR (Relevant documents)

1. F/IM-04-IRB-001 : LUUA95LN1INANTUNIAINATLENIINNNFATLEITUNNTIAE (BMC-IRB Submission Form)

2. F/M-02.2-IRB-001 : L@ﬂma%l,méLﬁﬁéquTﬂNmﬁﬁﬂ/mmmﬁm (Participant Information Sheet)

3. F/M-04-IRB-002 : wuulsziiulageg1anisaas (Review Assessment Form)

4. F/M-04-IRB-005 : mﬂm?ma?q@zﬁ@umﬂma?%t,mtjﬁ%éwmﬁé?ﬂLL@:L@ﬂmﬂﬁmeumm (Patient Information
Sheet and Consent Form Element Checklists)

5. F/M-03-IRB-001 : #ila@augndianunfiuganidnsasnnsiqs (Informed consent form)

6. F/M-03-IRB-002 : MNADLAAILANUN LA TINANTATEAUSULAN

(9) \an@1981924 (Reference/ Supporting Document)

1. Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of Research of the
National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research (1979)

2. ICH Good Clinical Practice Guideline. N@4AYLANET A1HNITUATILNTIINNITBIUNTUAZEN NTENTINAF1TEULY
W.A. 2543

3. uwwanneasaarsunnanaae luauuienn® Tusuasaassunisaae luauludszinelne w.a. 2550

4. ICH3.1.2

5. WHO5.3.7

6. CIOMS International Ethical Guidelines for Biomedical Research Involving Human Subjects 2001
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7. CIOMS International Ethical Guidelines for Ethical Review of Epidemiological Studies 1991
8. US Regulation 21 CFR 50.20, 50.24, 50,25, 50.27, 56.108(a)(1), (b)(3), 115(6)
9. US Regulation 45 CFR 46 103 (b)(4)(5), 46.101, 46.108, 46.109, 46.111, 46.117

10. World Medical Association. Declaration of Helsinki 2013.

(10) #9974 (Flow chart)
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