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* WINYANAAST ENT ANUUADANY LAZEIERNINVIELUNSINTY
(The IRB/IEC should safeguard the rights, safety, and well-being of all trial participants.)

* NUNIUNIITANLATINIFIAY (Protocol) ABULTUANYINFAY LagNUNIUNITANTUUIIY
281919LUB4 waznunIuMsiUaguLUanlunlANnaclasuayl (Amendments)

* NUNIULBNEITIURIVBYA (Information sheet) tanansluduaay (Informed consent)
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* fipa1ulussla (Transparency) wazilamenausslesinudou .
* N135n¥IA2UAU (Confidentiality)
* WR1sauneEnliAaInIN (Quality review)

* WNarsauneg1euIa/lusseziiatdumuizay (Timely review)
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NIIUNI5IIUIUDYN9UDY 5 AL (ICH GCP 1.3.1)
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UnMeIAIENST wae PhD (Medical/Scientific member) (CFR 56.107(c))
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member/Layperson) (ICH GCP 1.3.1, WHO)
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fivsnundase (Independent consultant)
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(Standard Operating Procedures, SOP)
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* N5 LATINT5IVYBYNDETLNIATUINYIAERNS (Scientific merit) wazasesssy (Ethics) 19
ANULIAUYAU/SUTILASINISIVUASIUSANDULSUAY (Initial review)

* NUNIULATINITAAUNHIUAI3IUTDY (Continuing review or Post-approval review) 14y

- 51891UAUNNMIUN (Progress report) KAZYBMBIYN1IIUTRILATINGIAY

- 1891unsilswvunIaliu)URnulasesnan1sIdentasun1siuses (Protocol
deviation/violation) n1sliufjuRAniuvaninun (Non-compliance)

- 1891uaTUNALAzIAIUALASINTS (Closing report)
* 152U IUNALLUNI5IVY (Site inspection): For cause/Routine

* 52§UN1353U58999A17 (Suspension) Lnaau (Withdrawal) g#n155usas (Termination) Tu
nsalinlasen1sIeATymidsarain lidiainudesreisaadas wse ldUfuanuanasusssuy
2819318139
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https://archive.org/details/belmontreporteth00unit/mode/2up
https://www.wma.net/wp-content/uploads/2016/11/DoH-Oct2013-JAMA.pdf
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* TeinulasennsIvendanuLdssnIun Negligible Risks
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ANSNUNIULLUULRNARE (Full board review)
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A ahad

y — 0aﬁthqauazﬁhauwaﬁ%8ﬂiiuﬂﬁiﬂTUaﬁﬁU53ﬁN

A198191A5IN1528N V1918 full board review

NuITeNTanuiesiontanasing wazliitntneg expedited #3a exemption
NuITeNeAdtnuaziinisldadunsnuss

n1sVAansen nansuiianisuslnafiliniu ae.
Muddeiinssinluananasiasiungusauneuaziuszuns

1
v

NUAIFNTUsLLAUaUln9 LaZDIINTENUADAINULYD

Ay Ao a

NUINENAAMULTYTTNANTUARAINNNVINNY UTDBIAAAANULTEVNYADDIEHIAT YN

OO0 D00

a A a = 4 o

Heudedaides n15RU VieaaIunmnIsdeaNin lvignuandiuviis gnianang aa

D
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https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html
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WUULEUBVITUNIINANTAUN (Submission form/Research protocol)

lA593193eatuauysal (Research proposal)

LONEIIANLAIDTEENAT (Participant information sheet)

LNESLEANIANTUYBUVDIREEdUAS (Informed consent form)

UseR (CV) va9daguassInide
J lurnun150usHa385553 (Certificate of training) ¥a9K38uagH394338 (Human Subject
Protection, GCP training)
o ¢ A (=3 v
LUUFBUNNY WUUENATwA] v3BluuNuTaya (Case record form)
i Y a o ¢ v v g v v
LBNENTU LU VayanannMal TuUsEYdunus anviunevalyvaya

/) dMUI9189URANI TN TAUATIATIUTY IS /A15HnUS (nTallasanTsvastidnssauludinfng)
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UsztauTun1snasaiInunaulaseni1sIae (Research Protocol)

AISNUNIUATUINYIATERNT (Scientific soundness)
NISNUNIUAIURTU5IU (Ethical acceptability)
ATSNUNIUNTZUIUNITUDAMNEUYDN (Process of informed consent)

N1SNUNIUKHIWUaLEIIMIAY (CV, GCP training, COI)



ANSNUNIUATUINYATERS (Scientific soundness)

%4 %4

1. ¥elATIN1533Y INQUILAIA LasinAralun1s1nIdeY

(%4

2. N159DNLUULAZISLUEUIFIAVY
“N159NLUUIUITYAINRENIBINISUALEDARGDINUNANIITITUNI5IVY LU
uywd azteuntlasenanadnsuazananuidssiionainiuenanasinsiiazgnindasou

1A59N15798”
3. mMadenUsuIng waz/mianguidmanedidne
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ANSNUNIUATUINYATERS (Scientific soundness)

4. YUIANFUAIBYNY LaL/v3oR1Yaya LaznITHUNGUAT8E9 waz/v3a {lvvaya
- yuanguiiegns iusuaiivunzaunazansanauingUussasins e ld
- ANTATUAIUVUIAAIDENN (Sample size determination)
¢ szyiuvesvuniegnslunsazngy
* uansgnsNldAUIN
o szyAdauUsiunuelugns LARIUVE 3195 9aeA R AU Y

% O v 1 S 1 o o
- NTANRTEAANATLVINGN UN1T60 (Randomization)

b5

E
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NISNUNIUAUINGIAIEAS (Scientific validity)

5. N1SARLARNBIENEUAS

- SEYN9 lUNITANLYILETANDEN N9INTITARL/EANTIUNTIN TdaLau

v Y, ' Yy o & Ay a o :
- vnlvaanadasngusnzune AeivinuanNINTunneIrne13eaNNgUUTIZUNN

- wueN1sUnUay/ N153ANNSANNLENDNANATUAUNFULUIIZUNS

. . . ¢ o/ v
ﬁ Inclusion criteria: tNUNAALYN

- sEUNE/AENURYaEITgNARLAENIYNSINIATINTG : Y9918 SR LA
- [Wwnaainnmuaduine ilasin1s3enauingUssaeala

* Exclusion criteria: Anaan (Lilddsnnssdunuwnauginnsyn)

Waulviigngnidanidnunsiulasansideuauinasgnanaantunievas wu nashiaunsadnsanlunn

TANAUATIININLTISIULATINTGIEY

®* Withdrawal or termination criteria: aauwﬁiaqan'}‘n‘fj”ﬁ’m

\ nsalfidnsandasnisaauni Y1an1sdisaulasenis Wsean1stiaAesniludunsie

~

NANTIUVRIATINTT 818alATHLsAUTEINRY AdaurgunIn “3aAURAUNA N813TUNIUKNANITINY VT8

/
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NISNUNIUAUINGIAIEAS (Scientific validity)

6. NITUIUNISIAY

v 1 Y
/ / [-%4

- FTYIUABUNITANTUNUITY TANVUMBY NTZUIUNMINUTIVTIUTOYS

- 1AT991BIY LYY LUUFBUAY WUUFUNTEA! wWuUNUdaYa wWUUNAgaY

=

- URAUNITUHUARIDEHIAT LU N15IReinaneszey Handradnasnanengy
- NIAMNUATIELLIAY/IUIANATINUAUTUDI

7. A1SIANANISIRYLAZEDRIATIZH Nslana
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N1INUNIUATURIYSITU (Ethical acceptability)

1. AuLdgao1aNnTW/Uselasunaininazlasu (Risks/benefits)

- szuANMUHElAEnsIRaREadas liATUNNATUNEIY | ATUTINY AUIRle
ANUFNTUATNEIAY ANULATEFALAZAITINY ATUNH UL

- szysuIMYAIaINsiunisundaanseanauides a1a1alasNgNUIITUNRBesEY
wuan191 lunrsuntlealluivae (additional safeguard)

- szyUselenina1ndnazlasu : deenaalnslnense §au 29N15INEIAIERIUTOHIAY
YUYUVDIDIHFUAT

~ 9RS182UTENA19ANNLEgITIoTANATURAL U lavUNANN 119181 83ATAL LAS UA D
AN ZEL
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N1INUNIUATURIYSITU (Ethical acceptability)

2. NTFULALANLABNBNENHNAT ABIBEUUNUFIUANNUABANY 8RTITU Wi

3. AN152190NU N5l RS2 U 99ANLEgLaZAMNUA AN INDIALNATULLA
218180ASNLU152U1ASINSIYDE 1S F

4. n13UnUaeauldudIufILazn13SNEIANUAUVDIBIEENAT

5. NSNAITUINUNIULATINISITYBEI9TBUABUNINAIU LN
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AISNUNIUNISUIUNTVDANEULAN (Informed consent process)

NSTUIUNISVIDD1E188AS (Recruitment process, Information process)

NSEUIUNITVBANBULDUTIVNILE
Tasilugvaninudueay vianlunisvaadnudugay aaruntunisvaniuduya
ABN15YAUBULRN (N1589A183I8%/ 3131/ N1INTENN)
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AISNUNIUNISUIUNTVDANEULAN (Informed consent process)

5. 1ON#@15ULAVaYALNELUN391lATINNARY (Participant Information Sheet)

- ievnszdu Whladne Maneniimsnsauiussiuanadnlevesanaasiag

- M5 vivayansunu Wilsswasan1sAndulavasanddlns

~ Uselawiifiazldsu / anudes anuldazaan

- nsUntasmnududiuna Lagn153NEIAINAY

- nsldAnRumg Avaenisidananivansay wusneniusiuauadefidanane
- Msguantaaiing Arvawe Tunsaifdunsieainnsive

- anuudaszlunisandula

6. NUIHBUAANIAUITUYDULVIS2UN1578 (Informed Consent Form)
- fillanwnnnzay innlenanddasasuinianinissusauidualsansel)

- Tunsdifionanadasluin desdifunasesasuuduaay
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N1SNUNIUAMENUREILUALEIINIY
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1. AuENUAYDINIY (Qualification of Investigator)
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v = .3 V=N Vv
AUUNITEN ANFANAINTTA (M5ANEY/ Uszaunisal /Hasiu) vaelIde /K39
398/ 819159NU3n1N)

2. Us¥IRN159UINTUFITUNITIVYVDIRIWUALEIINIY BE9Uey 1 ATenelu 3 T
3. N15easIn1eAan (clinical trial) vaeIdeinllvnnng avlinnndvisanuauwnng
JugIde s
4. nsiaenadselevunugau (Conflict of interest) : AUAUIBLNLAZEAIUNNI9TU
Wunusnen

a & i = = Y a = a v i .
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* aAnuiesrananasinsdastioniign

* anudssdasaumnaunailasuiulslsviinindnazldsu
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* ARIANTSANMINAINUADANYVDIDIENENATDYILRUNZEN

* Na9EISN15ALA privacy Waz3ne confidentiality agnamnanzay

v
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= %) =\ . = o
* 1In15UDINUNISLARN coercion %58 undue influence
= |
]

* finsauarndduaInauUIITUINRENNNEHY
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msUseliuseauANUEss/Uselevi (Risk-Benefit Assessment)

Janudesldiiuaudeaantas (not greater than minimal risk)
JA11UdgUAUNIAUEESLANTRY LHA1AIHUSElYYURDR91EEIASLAYNTA

danudeanundanudesdnioy wazlilivsslevibanioraadasinense
1y < v Yo v = Y = = @ <
widiauduldlanaglasuanusinganulsanseanidziananadasiy

JAuLdeanazyselevsulinsanuinardaninaang 3 U9 waaidilanianazienla
wiadlasiu wsaussmUgnireussinssnugunnaazanuluagnnvas
91d1dUAS
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NSNS UNAUDY expedited review
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mmﬂszwqﬁ%’uﬁmaué’qumﬁ%’a (Responsible Conduct of Research)

Protection of Human Subjects
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(ICH GCP E6(R3) 2.1-2.13)

a Resources
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e Compliance with protocol

[
G Informed consent of participants

/
e Records and reports
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Qualification and training
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Qualification and training
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Compliance with protocol
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Compliance with protocol
n15UURAR1NLATINISIY
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Informed consent of trial participants
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Informed consent of trial participants
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Records and Reports
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Thank you for your

attention

Q Question and Answer...
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