NUN 13
LUININDIBSIIUNSVNITUAU LaziitNeI98InUAY

umin

tagtuiduiveniuinis@nyiidevienismaasduawirliAnanuady i
msuind delilmusifefulsnszuieing msiinlse wesaisineweslsn meidads matesiu
33N Wieduduuszansnmn (efficacy) wavannulasnsie (safety) 209813835013 lwaun
Fnsnsnidads msdestu Snwlsanaznmsguaguamliinuiitu egndlsfing nisAnwite
sudsrumans ngAnssumant waztyvomans Adleindanudsaleedesnanevesenanaiias
Tumsifedu o1anelhiAndunnesodnla aniusnedann §1uemINTTNNSNY kazduRTIBMg
nnvane Wwu gnauny Ysemelneddlifundryafmangmnenienssnutydfneiunsmaassly
auwariieadasiunulneianie (mmzﬁagiwmmiiw) UBNINNTEIVUYYRGUAINUAIYIR AN
Usmadvdguag wazdetsduummeantinshenisinwaiesssuwidindnnenssuud fisrdestu
msdeluaulyinnsensuvdnasesssumsvinideluauiifundnaina wasdnfeouftRuneesenum

BusuTsesIuNYIndsluauluUsemalngladovin - “wwimsesesssunsyindelusuiiens”
adausnlud we. 2505 warldusulgadimindy “womalssunsinideluauluszmalne wa.
2550” wpunsliandniussma savsenenssuninsantsesssinifeluauuasdnise 1WA
Duwwmsujiiauasosssulunsiiddeluay Wildduuumealfiineiusiessslumsvinisy
Tuau

wuansesssunmsiideluruuienafidarhuasu fuusutuldBadendnasussauaina
LAYWANLAUTA ) ﬁi%%ﬁaﬂﬁﬁ’a lAuA Belmont Report, Declaration of Helsinki, International
Ethical Guidelines for Biomedical Research Involving Human Subjects (CIOMS), International
Ethical Guidelines for Epidemiological Studies (CIOMS and WHO) iag ICH GCP Guidelines
sRenaungving TetsAunaderivuavetasinsiiugualulsemelng loun ArUseniadnsvesUe
WA 2541 WS UYRAVAINLIRIA WA, 2550 ToUNAUNNTNEANTIIINIENITINYINTEEITULMA
WNTWAYNTTY WA, 2549 NI 9 Wiz IYUYEIRAVAIMAN WA, 2551 VoUIAULNNEANITINIENTS
SnunasessIuwARIvInenss Ges mavgnanewadduiudaiiensinu w.a. 2552 uazAsouARy
mMATeneedin MATemsszUeAne mAdemsdsaumans maideiRntuiatu meduReiy
doide meitemamudiugmans nideiieatueadduiug fgeu waensnluassd santu
19 9 Tutszwalalddunumslfifsuasesssunsiideluauegniniiewan

AUNIMAUALALALNTENTIETITEUInsE T lRuazngnsensa (Drug Act and
Ministerial Regulations) Al Tsfumsthelml viewosiowmdduldlumsinuide Tassmsdertu
Aodlisunmsiinnsaneuld viselasunmssusemnAMeNITINTIITANASEsTIUNMTITeluauvesanIUy
fdinnuannssumsemsuazeilinissensu vall angnssunsfenaadessudunistnduly
AAANINTFIUAINS

Hagtiunsufoamthiivesaaznssumsiinnsanalesssumsideluvarsantuldimuniing
sz LarldFunsusesnmaNesdnsanaifieungedn SIDCER (The Strategic Initiative
for Developing Capacity of Ethical Review) G?I!ﬂaﬁjmﬂéf TDR/WHO laun AeASsUN1ISARITAUN
3YFITUNITIYVRINTUUNNEINAITUN (AINYIFUUNNYAIFATNIZUINGNAT) AMSUNNEAIENS
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UIANTAIUNIINGIRY ASURAUINITUNNIuRUINgULaTNITUNNENIBEDN NTENTIEIFITUGY
AMSULNNEAIENS AN1INe1aeeslul da1duldedIngraransguain annIne1aeidaalna
WNINYIFEVIULAN INY1FBINYIAAATAIFTITUGY PANTANINGITE AZYAIEATIUNTIUY
WININGFBUTNG AMZNTTUNITNANNTANAILSITUNNSIY (Central Research Ethics Committee
v38 CREC 1Audafia JREC) ANSUNNEAIENTATIIINEIUID N1 ANgIEouiing AMSUNNEATERS
UININYIFUSTTUANGAT UAZAMSUNNEANEAT 2TIWYIUIA UNINYIRUNTUNNUNIUAT 7Y 12
010y wazvauriiddnauengnssumsAfouwienlddarhssuunsiusasnmuninnsufoani
YDIAULNTTUNITNAITAUNRTEFITUNNTIVEVRUsEINAlNY %32 National Ethics Committee
Accreditation System in Thailand (NECAST) Juudaludl 2555 I@iSudniiunisassa Usadiu
wazlin1sfusesaunmnisufiantiiivesanznssun1siansuasesssun1siseves 2 a1ty
LAun AZUWNEAIEATA3IITNEIUIE ANIANBIFBUAAR LATAMZUNNEAIEAT WIAINTal
UM ANENdE STUUMISUTINMAMITITas SIDCER way NECAST mifunislaruiesiuinenanating
Tumsidazléfunsduasesdniad ans anudasasouazauduegiia nasnszoznaniieglu
Tassnsifounendnaiodunisive wesvilildnansinuideiidodels

wumeasesTsinsiadelulesiAeadestuauatuiaznanimdnaiesssunazuuinis
UHUR vansuszandld Tnsunsdiniinunan “wwimnansesssunisinideluaululssmalne we.
2550” Ya3uTU938535UN15vNITuluAululsewmelne (Forum for Ethical Review Committee in
Thailand %38 FERCIT) #6na35551aNa Lags1891ulATIN1aaTuinuIuInsgIunuasesssunis
Weluay aduayulgdinuaAnenITuNTIEWAYA

TTIREY
a 3 o a va o & o Y ' Y vee A a wa
38533 vuneds  wenufURsumunzandunseusulunduynravsedinulignio U] s
donAanINUaNaInNa wagludnratnusssy Ussinalvediosnu

nsvi3deluay wneds nsvuunsinuidussuuiielildundannuimasnuguaiw wie
Ingrmaninisunmgildnszvitdesanieviednlaveseranainslunisd o viefildnsviviewwad
dutsznautensad Yandsdansa eide thdands ansugnssy nuswdeu viedoyadugunin
V999181880 ATIUN15I98 wazslinuIeA1INTININ1TANYINNEIALAIENT WYRANIIUANENT waz
uywermans MAsIiuguaImN

KUINIITIBFITUNITHINIVELALNIITNAABIIUAY YNETI WUIVNTONS NN UITUTTIN

Rerfunsinuiidonazmsmaassluau Wy dsznansasadsd videufnaeasen (Declaration
of Helsinki) Ny vevsAu %’aﬁmummsLLuqmqﬁaqﬁmﬁﬁU@LLaizﬁUUszmﬂ (National Regulatory
Authorities, NRA) uazan1UuunInun

ANIENSIUNISRNTANT3E555UNTITE Meds AnznTsuNsTiaaIty 8dns Wientheeu

[NV '

ARSI DY T NN TANNUNIUAUASUFTTUNNTITBVRTBLANBLATITNNTIdElUAY LiDANATES

dndes ans mnudaendeuazanuduegirveseraaiaslumside Augnssumsiansanttessuns
eveanunoliasdusenaulagIsaiunsgsgiu (Standard Operating Procedures, SOPs)
YRIARIENTTINTRTANTIUsTINY Adnuaenadesiungriny  sudou  detidunazuuimaves
USENANADAIULUINENG
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wénasesssunsindIdeluauiialy meiiseluaumsdandnalesssumsinidefidundnanna
uarldndnasessauiiugiu wde Belmont Report Seuindlddundninasiaiosssunsidelunuly
seeuanausan o Ul undnasesssuiiugnlunifemdnsmansuaznginssumansle
0619754 leliiulaindnnsduaseseaadinslunsifuediamunzaunsiideduluaundn
WusTIuiuguUszneufendn 3 Usems Teun

1. wananueswluyana (Respect for person)
2. vanAUsylewl lainadumsie (Beneficence and Non-maleficence)
3. nanANUERSIIN Uustice)

wuInUUAnanNasesTIude 1 : ndnaAIswluyaaa (Respect for person)
nanAMuAIsWluyana Ao mil,mswiué’fﬂﬁﬂ?mmL‘flumgwé (Respect for human dignity)
Fadundndrfyuesaiesssumeiiduluay ndnidufiuguresuuma iR Taud
1.1 wsnlunsveanuduseulaglvideyasgnasuiiukaziioraadnsdndulasgedase
Ui’]ﬂmﬂﬂﬁstiwg' U9AU 13811dua1931998 (Respect for free and informed consent
WAy Respect to autonomy of decision making)
1.2 wnsnlumnndudiusivesenaiasing (Respect for privacy)
AUMNNEYEY privacy AeRauAAa (person) Anuiludiud Avigdiuunaa woAnssy
@i nginssuunla msiansluanududiuivesenatadas vilnednanuilunisvermudugen

a

waznsgnUseiing9sene msluiitheseydendtin wu “adtinlsaend” “adlingnania”

1 Y o/

1.3 insnlunsiiusnnmiuduresdeyadiusivesenanadns (Respect for confidentiality)

kY

v

AUVINEYDY Confidentiality Aodaya (data) \Juisnmssnwemnuduvesdoyadius
vosenaasies Inefifesifndeyamdriuldun wuudufindeya (case report form) Tudugex
(consent form) N1sUUNNLEINTENIN (tape, video and photograph) U1ATN1FINWIAINEY LYU
Tosvia \ivludiinauaden (locked cabinet) Liulunsufiames (computer) Afisar1u (password)
Toyaduanvanedidinnsedng (e-mail) Inmsinlidusia (encrypted)

1.4 wnswluanudugeausies 1Ws1zu13 (Respect for vulnerable persons)

ANVIINETBY Hoawres Wirun Aeyaraildannsaunlesdaeddedrafiui Tiawse

vhaudlafudeyaifonfunsidedldsu ldannsadaaulalédlnedass wu fifanuunniess
anUeyayvsennadn guhelsatend (HIV/AIDS) gUhevianai (comatose) §U3eNs (handicapped)
tilny (prisoners) tiniFeu 80 Wndnwn (students) M3 (soldiers) nguAuATndsSUDtoy
(marginalized people) 1w Fenew (immigrants) vunguas (ethnic minority) ﬂﬁjuLﬁmLuumeWﬁ
wIeNgusnTImA (homosexuality) nguiUs1wu1anedeny (socially vulnerable) i {liu3nTs
AN (sex workers) HAREWENARA (drug addicts 1138 drug users)

CIOMS Guideline atiud a.A. 2002 Guideline 13 uay 14 s¥yinsviadelunduilsos
fivmmaauans (ustification) fesvesyapuarimeduvesiunuiiveusengmne uaziinsvesygym
yanagiufe nsviideludin ldaumehnmsfnsluanudsadindmi snduemainadntmiie
esuuseloniloenss vienamsidoenainustlevidenguindmieudy o waveylaslifouaiinly
anuidsadindmindudlfmnudusen Wil fesduiiumsve assent sadornuaiuiy
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msliannususaulagldsudaya \Uunszuiuns (informed Consent process) BuALRINNAARDATY

usn (initial contact) uagnszuIUMIHaLodlUnaonszaznaMsANYATeUszneuiie 3 ewUszneu
(elements) Lol
® Information Irideyasieaziden datau asuiu Manwidlade et deudy
® Comprehension KSutayaiinuinlasg ey JuanudueeNfowsIEeuALle
vougilasuidaldnnndueamadinsluniise
® \Voluntariness fndulalauBaselumainsiumide wielidasslunisnousioenainms
138 Tgus1AannsyUsAu (free of coercion) N15¥Nuiume (undue inducement)
wazkIINAAY (unjustifiable pressure)

uwuuesunisliaanuduseulasléfudeya (informed consent form w3e ICF) fiauysaléios
Usegnousme 2 @ laun
1) enasteyarmesuiedmsudidisinduenaainsiun1side (participant information
sheet)
2)  ONENSLEAIAMNEULBNLTITINNNTIVY (consent form)

ALUzININsEMeNg13Tayal Laslana1suandAdNNEuay
® Iassnualvignes Yemnudiladng Yaau
awwatu Ussleadu 9 nevinde
Lilgdniniaivinis waznwsangy
lailiUszloniinansnsdsdy andvs $nge videliuslowhiAuly

Humsdeans 2 me uanwdsudeyasevineideuazenanarinsiilasuidafliidsanly
N33
o | Junszurunisreiiswareraimsdsuntadls (reconsent) maonssezaandisanily
N33

a v . = %
®  919EANUTULAUMEIN (verbal/by action IngillvmHaMINEaL) NTOMENITAIUY
(written)
a o N v v s ] O |
® veAuBuraNINAalias viseduulagveuMengming (@1gandt 18 U viser
aglunngilifimnuanunsavhanudnle vsedadulasienues gUievunas)

® lydayansuiiu neumaunnde asiaaeuitetaainsidnl
% o v & % | v &
® anasteyadmiuan 7-12 ¥au Wldnwdefimangauiuian
®  Tinmeaadasegaiisameiazlsnuiuaseuaiviseyaradunaunsinduls Inedase
® fenanadiny/dunulaeveusnengvineg ldanansosnurserdeuld desdineundunans
(impartial witness) agmenaanIa1venlLdue ey
°

AlvirnuBugen/neu asuukaz unmenues (MsasunulidAguinssuiunms)
enanstoyaunoranainsly 1 ya
® Tyduuluguseuunananadasly 1 yn
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lenastayanasuledIniuanaaiasiiin3aun133de (participant information sheet)
CIOMS Guideline autul a.f. 2002 Guideline 5 szufeyandnduluienansteyas (essential

information) lawA

1 szyindulasensidy

TngUsrarnIeqnimangveIniside
msinwiaglinaglemationaadasayldunsduidnngufn (i
fupouiidniunsitefiazdjifdentanadnag

wihil/SuRnveuveseanaias

arundessannifefioraietutueiaading

Usglovifonanasinsenaldfulaonss wnlilésuuselevifesssyse warUselomidu |
1 Usglevisegiinsedu Usslovideruay

N o RN

8. mssnwifumadensu malidsmdueaaiaslunsise

9. AmawNIEindunse Taeenaviuseiuiln visessyidideuasatuayunisidedu
H3URAYaUANlYIng

10. ANAUNe Andenan wazanuldagaan ldaune @n3)

1. Alddeiomainsdesditeies Ghil) wasArlddeniide/ fatuayunsidesuiiovey

12. msnsdueaadasiunside visensaeusieenainnisidelauasingla

13. spynIsiAusneAudy wazreulanssnwAudu lasausadnteteyamnudu

14. mshiveyalmiluseniteaniunside

15. ynraTieanasinsazinsionaziuudamn

16. LW;waﬁanaaummaﬁﬂsaanmnmi"‘afi'fﬂ

17. sspznafionanadasidnsulunsdise

18. 91UIULIAALAT

N589NLIUNTSVBAMUT UL DY

CIOMS Guideline atdul a.f. 2002 Guideline 4 syyindidelimsvinidelaeglilisu informed
consent NeAalas eniuinlasunsiansaneud®/suses (approval) NAMYNTIUNIIIITAN
Wesssumsiteuasmsiseiuiimudscitiu “erudeies (minimal risk)” nsverudusen
anunsavilalumsufUR Wunnegnidu (emergency, impractical or impossible) AaNIIUNIS
firsanadessun enafivsanlion iudoyauisduvioimun 019euiRliliisliauBuseslae
ns321ile (consent by action) 1wy MsmeuLUVABAAlAERGaMEjse TN RnEmEn fissuy
MANA HNaazidaniane

n1539enldurulsedRdUie (medical records) warfiog 199N (biological specimens)
n1514 medical records uag biological specimens 21ANISIAUTNLNBAITITY AWML
WI.U. AVANUAYIF 107 9 AvAesvenuduyel wilunsuifienavesniiunisvenuguyey
SHITELARVNNAANAITHAZAMYNTTINTNNTUNTESTIINMTITevasaaTueusl® wWu nsdldwelull
®  NFITUUUILADUAINUTEFYLIN
av . . .
®  n157983 minimal risk
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® Lifinnsarazdlindnsuieusslovivesyae
® JuspsinazdnwIANEULaYAILTUIUA
® msveanuBuraliansnihlaluneu un

n15338luda1unisalanidu (Research in Emergency Situations)

o  msifelufieiliansalinnubusenld Wy Tymiisamewasile Wy vunad
Lisdng Dlsedoum nadidasinldidadlaanmazmmisuasislatududnumsyes
Usgynsfiagldlunmside TuanumsalisuiuwdnmennuBusonangumilagvey
PIENNLY

® Mluigunulagveumengung uasnidulianunsaseld (delay) lvinmsanwilalag
lasumseudAnnanznssunsiansanssesssuy waglivemudusenanduae visegunuy

Inevaumenguungluiuiinvile
va o 1 d‘d £ U a - -QIQJQOJ ¥ =
® [Aumsnengnumnguuseynsniuunliidnneinn1ig (condition) NEIddeAnm

Y
al

uEWBninsmmide venrwBusenmehlusasiifihoogluangiianansalviany
gugaula

® mmdssfienaintunnnslidmeasy wie intervention wariinsiduasdoaiivua
duna9 (justified)

n1svaaduBusaulasldsudayaluaiaiasinsiin (Assent of the child)

® hineng 7-mn31 18 U liwe assent “niswouniy”
e hineny 7 - 12 U Wifllenansfeyaatuiivedmsunniiazdilald e1adizunimdszneu
ANBd U
o Tifunasesasuulu assent form vouande
I a ° i = D B Aoy = v oo v v v
® Ainoeiiu 12 - st 18 U nldlenansteyanilvennumilenatudmiviunasedls
lnguSuassnuslviaennnes

® msfnunegreuAn?arli assent eraunnAsiuluusazanitu

FuanduEuay
o ) v & a ¢ & v v ~ & a P a v DR
®  7993rUATLINTUNAYAINUNNLUUN AN UIENLANEIZLTYLUIIIUNTTING INT18K U
91alinudugeNnleANngila wiawmilougnUafy
1% . & vay vo ~ Y 1 A a 1) a v I3
® %o informed consent AIUuRNIATUNTRUTHLAYEANSREFINEITUNTIRY LU
Avlidanuduiusivenanadng
N15vaAu8usal i (reconsent) ¥IavaA1NEUBULNNLAL (additional consent)
1 o a a o d‘ = dl dl = 1 L2 a L%
® szuinALluNTITulelinsidsunladle o Nazlinason1sdndulavesenaaiaglu

n1seglun1sideviTensudieanannn1side W ddeyalvidiiindy In130599U190E79

a‘ dy a d' acda o
LYY 1N1SLUAgULUANNEIE 18
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wuaneUiananasesssude 2 : wanqausslevd lLinadumsne (Beneficence and Non-

Maleficence)

N15Us2UANMLEEY Y300Un187B1NARINNITIY AN
1) dunT8c319ne (Physical harm)
2) dunsiemeIala (Psychological harm)

3)  JUATILRDANIULNINEIAY LAEIULENI9NITRU (Social and economic harms)
4)  SUATIENNYUNNY LWU gRIUNY

n1suseliunslvinaulsslea (Benefit)

1) Usgloniigaeiidisunmsideliiulnenss
2)  Uslemidfifiheauduaylasuanmanisdng
3)  Usyleyuronumaimeansusedeny

4)  Uszlowisioyuvuiionanainser

nmslianuszled (Benefits) a1aiduldnatazuuuy 1eun

1) Uselewiimesrane (Physical benefits) 1wy 81n15vaslsARdy (Improvement of
disease)

2)  Useleauneinudala (Psychological benefits) Lty §'§naUﬂﬂ%9!ua'1ﬂﬂmuvgnﬂiwsuﬂu
(Comfort from suffering) igﬂdﬂ1ﬁﬁ18é5u1uauﬂﬂﬁ (Feeling of helping others in
the future)

3)  Usslevunadinuasegiue (Economic benefits) wu lasuduainnsidnsinlumsise

(Financial benefits related to research participation)

4)  Uszlevineaen1sinendans/deau (Benefit to science/society) Lu lﬁmmiﬁ
WlUElS (Generalizable knowledge) ¢3§msiisiuszansamldlusunan (Effective
interventions in the future) LUalsJuLLﬂaﬁ%‘mi%Jﬂmmmgm MmlanAnuinIsiay
anon31918 (Change in practice standards decreasing morbidity and mortality)

P9UMNIEN9Use e vdazAULEE

1) fidusesanmnudeslidesiian
2) diuenuUssleviuniian

a oA = 4 o e . 99 A ¥ 1 % aill
NSN3 “AULEEIUBY (minimal risk)” UAI981909U

®  MisAnwImPaRIESTINELABTUNSERNAdINY
nsiudlegetaany

ns¥adaugs dadmidn
nsiiufegelagsindunsefeaganuUsunanantios
mMyUszfiudeatuimuinig

M3nT19919meTiduizund (routine)
msé{’qmmﬂﬂiaiLﬁaaﬁquaﬂismImu'Iﬂﬁ wionsiasunlaslasunng

A = ;’/ a = o oA I3 a
ﬂ’]iL"M%Lﬁ@@LWENF”I?\?LG]EJ'?J?D'm‘ViaE)@L@@ﬂﬂ"lﬂ@\‘]l}ﬂﬁi}j%i@L@ﬂiﬁ]ﬁ‘j‘ﬂﬂﬂ‘v\l@
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wuIneUURTANa3esITNYe 3 : ndnANLRATITY (Justice)

nslaudusssuusziiuain
3.1 n1st@enardndias (Selection of Subjects)

o ilnain1sAnd uazAneandaLau

o lifioad (selection bias)

o lidenngusiognsiiming di1e auau greunsinu
3.2 N13InNaadAsIdInguAne

e ImsdudnguAne (randomization)

A3ULUINIURUR
1. fudeadeudaiauemsIfeniiiugiunidinemansgnaes (Scentific validity)
2. Tuszfeuiside w39Iadun1side neuazaLdunisle o Auoraadas 1wy n1rea

fnnsaa (screening) {ideseuTsutumaunszuaunisvaauBuseunou 1Wud filasshwiidive
puBugey anufifiasvenuBuses nshideyadeluiey “ae meuteasdy Tinadndulalay
dasy neuasuulimudugey

3. ileuansinfideasufoRnmménasesssumsideluau (Ethical principles) §3soassios
Feuwinde “daasannIuasesssan1siae (Ethical consideration)” lngilAs1EmUnaNas s3I

ndeluau 3 8 wiazderideviedndlsmunlananililuwumelfiadreiulaun

® uanAuAIINluyAAa (Respect for person)
Tngnisvennudusenaindmdunquuszuinsidimuneveiniside Tidhsaundu
g1anadasiunisidy

e wvannslivszlevd Linalviindunsne (Beneficence/Non-maleficence)
Tnoszyieaadinsaglausslonivieli Uselowiosls vioUsslonidu q 01aifa
mnudeseglsdofotanasias §ifuazivinmanuduresenaadinslaslunuutiuiinteyaaylad
identifier flagszyfsfenanasing
®  wANAMNYASIIN Uustice) AailinauinsAnidiuazeendaau lilload dnsnszany
Usglovtiuazanundesegavinfieniulngisnisdu
4. FITUIEUEANTIMNUNTAENNNTITY faiidunaunismaassivenanasing nsiiudeya
zABIRLUNITNERINTRLANDLAT1T19NTITELATUNTR T UL ANTTUTIIINAMENTIUNIS

NINFAUNDIYTITUNITIVY WA LELD

newmn  ideannsaingiedaenansteya waglubusenduluy (template) 910 web site ¥a9 CREC (Central Research Ethic
Committee) NegneladinauamugnssunsITeud
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