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1. InguszasA

1.1 wielimauenssunss wagsidmihidinenue asenindeanudifgues nsuiunuaus wazilenalddniu
NSANDUTUAUATEFITUNTIAY DHAIANLIANALNTOVDIAULEY
1.2 WelviddnanuanznIsunis asentdndaanudifywarlvnisatiuayunisineusud1uases ssun1sidenn

AYNTTUNIT watnNdTnau,
1.3 AMENTIUAITT YNAY ABIHIUNITHNBUTUAILATETITUNNTITELALANYT SOPs a819azlBunnoulsunIg

UjuRau
2. YauLUn

Tanliunsuinsguludunsineusy ATEUARUTIAMENTIINTTY Waslnrtnidtinaue

3. A21USURABDU

ANENTINNTY wazldmthidinanus desdinnusuiaveulumsuaismanuikasdnsiunisineusuiy

FUFTIUNTIRY U LELD

4. MTNUEAITUADN NMSANTUMNS UasSuRnvau

Junau N3N HSuRayau
1 denu3 ANIENIIUNTTY wagldnthndtinaIum
2 NssuNIsHNaUsH ANIENIIUNTTY wagldnthndtinaIum
3 maiumdngIumsilneusuy ANIENIIUNTTY wagldnthndtinaIum

5. nann1sUHUR

5.1 vhdonrwd Auznssuns wasidmihiidineue fealaudiluedieiluFes ndnasessmuuazuumn
TumsnuyufinnsansusiesssuvedasimAdeivhmsanwvsenaassusyudauuummaniiey Wy
1) wuavneasesssun1sinideluauuiand susuasesssunsideluaulutsenalve we. 2550
2) wuftRuasUssiufinsanmeadistesssusunsiniden anermansnisunndalielmiiiAsades
funywd (WwUfuRns3deneiugnssy wwufuiinsduaiugadlunyud wuaufdfnisdaii
Fonnassldmegamsdinmifiensidesewineaantiu w.e. 2545)

3)  vannsuisANUsENALEaden (Declaration of Helsinki ¥ 2013 wagatuusuuy)
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4) International Ethical Guidelines for Health-related Research Involving Human, Fourth Edition.
Geneva. Council for International Organizations of Medical Sciences (CIOMS), 2016.

5) The Belmont Report, 1979

6) European Convention on Human Rights and Biomedicine, 1979

7) Operational Guidelines for Ethics Committees that Review Biomedical Research (WHO 2011)

8) ICH Harmonized Guideline Integrated Addendum to ICH E6(R1): Guidelines for Good Clinical
Clinical Practice E6(R2) Current Step 4 version dated 9 November 2016.
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adhidndongmnevesUsza uazngazidoudus Tulszindlng
5.2 Madsunsineusy
5.2.1 Initial Training
1) fiagihmihiifuanenssunisadosssunfeluuyed wninendesvigensing desdnnead
fsieluil
o misfheusuiifedestusiesssunsidelumudnouldfunusdadunssuns i
- N199UTU Human Subject Protection Course
- N199UTU Good Clinical Practice
- NN98UTH TBNIATIUNITHINTEIU (SOPS) YBIAMENITUNNT
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2) fufthnthildmiifididneu vl Fesdiauautidwiolui
o msflnousufiAerdostuaissTsumsidelusyudneuldsunmsussiadunssunis il
- A199UTN Human Subject Protection Course
- N199UTU Good Clinical Practice
- N139UTH TBNIANTUNTUINTZIU (SOPS) YDIANENTTUNITY
o SumsUguimaRsafunisdiiunustessaAfeluigud uwningrdesusgensind lng
UTE51UAMENTIUNIT Y38789UTETIUAMLNTIUNIT NTBLAVIUNITANLNTTUNNT %30

HY81au1yn1s neudinufunenu
5.2.2 Continuous Training
1) AnznITINsatesTauMaIdsunywd sinedenudgensanduasdmihiidinem doadn U
A159UTL Human Subject Protection Course Wag Good Clinical Practice agn9tioy 2 U ¢io 1 ﬂ%ﬂ
warAoud1eUTHITNTANTUNITNINTIU (SOPS) YaeAMENTTUN1TY T
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5.3.1 Usgnasoudsliinuznssunism wazidmihiidninaus nsulaevifs feseazideaveanisiin
BUTUUALNITUTLYUATUITEFTIUNITINY
5.3.2 Wisteya 1mansiieafiuasesssunIdelinssunisnaviiunuiiume e-mail wiovosmianis
Aasedeasou WU Tngmanenns eiAurtesiuiywd FDA warning letters wagdu 9
5.3.3 dndenviedinaznssnnisy wazidmihfidiinny 1 Whimnsiineusuuaznisuszan suaiesssy
MY
5.3.4 fyuativayulvinnssunis wazidmihitdninnun Whsmmsiineusuuaznsussyuduaiesssy
M5y
5.3.5 Wvthitdinaun snsmsaeaeunstineusy viensAnuiseiilesvesnuznssunis Tngfvuain
nssuNIYNALFBISUN1SENeusY Human Subject Protection Course agstion 2 ¥ o 1 A3
536 Wmhiidninaun na agldsunsevambesfuiieFouruiugiu wasfunsuguive
DINUILETUANLNIIUNITT IAUILNITAULNTIINIT HFIELATTYNIIAMENTINNTTY UBNINHIT
SUN19DUTN Human Subject Protection Course , Good Clinical Practice wag3sn1sa1iiiunng
1193571 (SOPs) UDIAUENTIUNIT
5.4 nsLiundngunsineusy
nsTUMTY wazidmifidinnun msfundngrunsitiiineusurionisussyn wu lususes wieUszmailetng
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6. Andleny

7. 21ANUIN

8. 1aN&@15919949

8.1 WIN19938555UN5VN I luAUWAIIR YusUaSEsIsUNTIETuAUluUsEWmaAlng w.A. 2550
8.2 ¥ANNUMIANUTENAEATIA (Declaration of Helsinki) U 2008 uazatuusuuse

8.3 The National and International Ethical Guidelines for Biomedical Research Involving

Human Subjects (CIOMS)
8.4 The Belmont Report

8.5 European Convention on Human Rights and Biomedicine
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8.6 Operational Guidelines for Ethics Committees that Review Biomedical Research (WHO)

8.7 WHO & ICH Guidelines for Good Clinical Practice
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