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Hagtuduiveniuiinmsinuitenientsaasstuauirlfifinauady v mnadiu
msuwnd Welfimuiifeniulsaszuiningr mafnlsn neBaivineveddsn nsitiads nisteaty
33N WeduduuseAniam (eficacy) uavanuuaenst (safety) va3e1m5e3Enns vl
Bmsnsaidedy metestu Snwlsauazmsguagunmlifomiiy sgslsfinm nsinuide
fudsrumans wgAnssumans wasanwemans Adlahiinrudsalssdesnineveseraading
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ngvng wu gniunu Yseelnedslifiuntygfinangmnevidonsvtydfiieatumsmaasdly
AuLaziieatostuaulaoianiy (‘umsﬁagiswiwnﬁi'w) UBNINNTLTIVU YL RAUNTNUAIYR A7
Usymadnsilae wazdatediuunmeanihomsinuaesssuwisivinnsnssuud fiferdeatu
mAdelusuldnisseniuvdnadesssunsinideluruiduvdnaina uasdnfioufuRunogisoniuy

wusugssssIunsiTeluailusaelngladain - “uumesiesssumsiniduluauuvisni”
afausnlud wa. 2505 wagldiusaiiuindu “wnmedessumaiidelumdisemalng we.
2550" wgunslifandniussne muienensrumsinsaniessaumdeluaunazinidy WY
D itsussesssulumsinideluau Tilddunnma joRmasusosssulumsinidy
Tuauy

wveiesssumsvnIdelunuwimniidavhuasusulssuiulddntavdnesosssuana
WAYWANLNEIATA 9 mﬁﬁﬂﬁaﬂﬁﬁ'ﬁ Ieun Belmont Report, Declaration of Helsinki, International
Ethical Guidelines for Biomedical Research Involving Human Subjects (CIOMS), International
Ethical Guidelines for Epidemiological Studies (CIOMS and WHO) uaz ICH GCP Guidelines
AaenaungvIne Tevsruuarianmunteesfnsmiiugualulszmelve Wun Fussnmadnsuesdiae
WA 2501 WeeswUngRaua Wi i we. 2550 Uatafuuwnaan1InIeN13s NI HETINUS
FANINTIN WAL 2549 WA 9 wiTwURauamMin e, 2551 Yetiduunmeaniineienis
Snwnedesssuuwidndnnunssy Bes msUgninowadduidadionsinu wa. 2552 uazAsouAgy
mATemedin Midemestuiniven msddemsdsaumans meiseienduiadu msduieiu
dade msifomeyuditusmans meiSuivafumadiuiug Mooy usvmsnluassd Jsandu
i q ludsswelaldduuumieu]iidussesssunsyhideluauaganiewng

munsmiugualaensensanssauguiinseswgRowazngnsznsay (Drug Act and
Ministerial Regulations) AldTsiumsierlvel vitairsssitowmddunldlumsinuide Tasimsideidu
sedlasunsiasaneulid vialdsumssusesmnangnssumsiansasiesssunsideluauresanitu
fidnihauannssunisemsuazeliniseaudy el angnssunsianandassdunisthiiuly
AUNINTFIUAING

Yagtunmsufdimhivesanznssumsfionsansiesssumsiseluvansaantulsvianndng
szuuRma uagldumsiusesnuamanesdnsanafiiiteuntodn SIDCER (The Strategic Initiative
* for Developing Capacity of Ethical Review) %aag}mtﬂ,ﬁ TOR/WHO lauA amznssun1snensu
ITY5ITUNITIVYVDINTUUWNENNITUN (INYIABUNNEATEATHIZUINGYINET) AMSUWNBAIEAS
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PaMIalunIIneIds nsuRauInMsuwnduaulvenaznisunngniiion nsENINEIsIINEY
anzuwngaans anninerdodeduna aanduideineraaniguain unningrdeideslng
wnivendevouuny Inendeinermaniansisugy pnansalumninetdy ausvAaniluniau
MTInNGeuing ANNIIUNINANAIITUITIUETIUNNTIVY (Central Research Ethics Committee
3o CREC iRudafia JREC) AnzunvsAansAssuneIuna aming douiing ansunwvenand
U INAUTTTUAENT UBSAMSUNVEAERT 2VTNEIUID INTTNIRBNTUANHANIUAT 59 12
savy uazvsiidineuauznssunsifewiRl#davinssuunisiusesmmunmnsuf R
V99NN TIUNTITRIITUIIVFIIUNTTIILVDIUTUNALNGY W32 National Ethics Committee
Accreditation System in Thailand (NECAST) Fuudalu®l 2555 I8Susduilunisasae Usadi
wazl¥in1siusasqunmnisufiandilvecansnssunisfarsunaiesssunisidoves 2 aandu
dur AnzunneaIansdassioneruia unninerdouiing uasAusunneAtand uiansel
ainende sruuUnsSuTBIRMNIMIIYEY SIDCER WAz NECAST fitunsWimudetivinenanading
Tumsifeasldfunisdunsesdnind ant mnuvasadouasanuduegilil aasnszoznafieglu
Trssmsidouazudaatodunsidy uasilildanisdngidofidedeld

wumnelesssunsiidelukasiiiisrfesiuauativiissndnfmdneiusssuuazuuame
VR wiensuszyndld Tagunediuhunein “wummesiesssumsvinidelumiludszmalve we.
2550” Ypavusueiesssun1vinideluaulusumealve (Forum for Ethical Review Committee in
Thailand %38 FERCIT) ndna3usssuanna uazseeulasimsaauasuianninasgiuausiesssunis
FHeluau avfuayulaedninauanenssunsifouviani

flgu

dussiy  wnely  vdnuvREsumranduiseuulundguypraviedenilignteujun
aenndastundnana uazlidadeiausssy Usandvoaosiu

mavinideluay wnefis nszuaumsdneidussuuielildingennumeingunn vie
nenraninisunndfldnseiresanieniednlevesenanatasluniside viefldnsuvivieivad
duusenovteayad i’amﬁ«damw aide dhdanda anwugnIsy LYsuIleu vvetoyanugun
?Jaaa'mauﬂs'lun'lswa u.alemam*ms'mmmsﬁnmmae‘fmumam wodnssuenans uay
uywermans MAsafuguam

0w 853511391398 luAy MUete WUV aVSNINAYIAUASESTTY
mmn'umsﬁnwwLLa-'mswﬂaaa‘lum \u mﬂi.,n'mn;al,aa%qn vsaUjynyeadei (Declaration
of Helsinki) ngvane Yevsdiu 'v.an'mumuavumm\mmﬂmmnuqLLasvaU‘s:smw (National Regulatory
Authorities, NRA) wazanduivun

ANENTIUNITRTSUIDILESTUNT IS Winels AznssuMsTianty aeding viewhonu
wituiteimhitRTsamuuiutesTsumsidovesiaiauelassiemsideluay iedunses
dnie avis mnuaensteuaveuiiuegiiivesenmadinstumsive annssumsivrsansiussauns
WevewmnusiowdiosrusznauuasiBaniumsuinsgiy (Standard Operating Procedures, SOPs)
yoRnENTIIMIRISAUNTesTIn  Adauaenadestungmne  sudey  deviunasiumisves
USENANGDAAULUINIEAINA
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winv3usTsunTinideluauialy meiidtluaumsiamdnssesssunaviideidundnanna
uacldndnasusssuiugiu ufe Belmont Report fausindilFifundninaisialusssumsideluauly
stvanausannsodlfifundnedosssuifugniuntsidemedinmansuasnginssuransld
peide ieliduledfinsfunsesormainslumsidvetnaumnsannsinidefdulunumdn
FunssuiuguUsEnauievdn 3 Usenis Tiud

1. Wﬁ'ﬂﬂ’a’mlﬂ’ﬁw’lumﬂa (Respect for person)
2. widnauyselenl lifadunse (Beneficence and Non-maleficence)
3. winANYRSITU (Justice)

uwUUananasessude 1 : winauarswluynasa (Respect for person)
wanAaswluyara Ao n'lsLmiw'lurTnﬁm%mwmi’Juuwé (Respect for human dignity)
FuiumdndrWryreswsusisuniniideluau winilifuiuguvesuuamejos Teud
1.1 inswlunsvernuBurenlnglideyastuasuiuuarlienaalinsindulededass

UTAInn1sYuy Uedu viselndudneseda (Respect for free and informed consent

uay Respect to autonomy of decision making)

1.2 wswlupududiudivesonanadng (Respect for privacy)

AMUNEYRY privacy Aasyaaa (person) prundudiud Avddiuyama woAnssu
dhwih weinssuunda maeswlumnulugutvesemading Milnasdnanuiilumsvermmudusen
uazmsdnuseTAnsansme msliiitheseylendin wu “addnlsaend” “adlngnaniin”

1.3 inswlunsiiuinunauduresiayadiuiivesenanaling (Respect for confidentiality)

AMuMLNEYEY Confidentiality Aedeya (data) WuAEmsinunarudiuvesdoyadaudy
vosoratas Tavidedrfadoynmaniuldun wutuiindeya (case report form) TuBuweu
(consent form) Msvuiinidesv3enn (tape, video and photograph) 2MSNSINWIAINEY 1Hu
Téswa ivlugiinguetien (locked cabinet) iiulunaufnines (computer) ilsvitiu (password)
Foyadwmneanmnedidnnseiind (e-mail) Inviilidusia (encrypted)

1.4 wswluanudugigeudsy wWsivun (Respect for vulnerable persons)

AAVIINGTD HBDUABY WI1LUN ﬂaUﬂﬂaﬁlummmUm']mmwa‘lﬂamamuw Tiensn
v‘l'ﬂﬂ'nm'h'lilnwaagammnumﬂwﬁlmw Wansodnduleldlagdass wWu fiifianuunmssans
adgyyvSemadn ftholsaend (HIV/AIDS) §Urtvuaeh (comatose) §Uaefin1s (handicapped)
Wirlvy (prisoners) wni3ou 3n dnfinw (students) M3 (soldiers) ngupufiiingss oy
(marginalized people) L9u {ewsw (immigrants) Yunguay (ethnic minority) ndmﬁmwumqmﬂ
venguinsauwe (homosexuality) ngusizutanedsan (socially vulnerable) 1oy gl
VINUWA (sex workers) fAmeiawin (drug addicts ¥3e drug users)

CIOMS Guideline atul A.¢. 2002 Guideline 13 Lta., 14 suua'm'riwma‘lunamumq
fiwmuaaums Qustification) ﬂawaaum'muavuawwwmwLmuvnjaumaﬂgwma uavumswaaq:gm
qﬂﬂawuuma meiistludin hiaumsimsinyiuseaisadndiomd snduseainndndmiies
Wsuuslenilaons vianamsioorainusslonidenguiindmimby q uaseylabifquainlu
amuzgﬂmﬁﬂfhw%'wLﬂuv‘i,‘lﬁm'mﬁuﬂau Vil Hoeruiiun1sve assent mutarivuaguiy
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msltanudusaulagldTudaua Wunssuiums (Informed Consent process) ITUAUIINNTTAARDATS
e oo - e v ¢

wsn (initial contact) wagnszuIuMsaailadlUnaansEBzaNSAnYIvEUTENIUAE 3 BIRUsENaU

(elements) lawn

Information Widayaseazden daau asuiiu linuidhlade Lidads dousu
Comprehension f3udayatimmidliegrenont fuarnuBuseudowmmasoumudila
voufiilisudalidrsmduenaainsluniside

Voluntariness findgulalasdastlumaiiisiunside wisilidasglumneudiieenainms
e WnausmannsyUsAu (free of coercion) Msdngafiumn (undue inducement)
uazwsanaru (unjustifiable pressure)

a vas 2 o P ¢ v
wuunasumsikaubuseulayldsudaya (informed consent form 5@ ICF) fiduysaines
Usenousy 2 du laun

1) enensteyaresuiedmiugidnsmduemaingluniside (participant information

2)

sheet)
LONANSLARIANLTUBDULTITINNTSIVY (consent form)

ﬁqLLuzﬁﬂmm‘éamana’u's%'as‘.]m LALDNEISHENIANUT UL I

THassnulvignies dernutilady daau

At Ussloadu q nevinsa

Tulgfmyimeivins uaznwdengu

lailuseTonfiuananstaiy andns dnga wislhivselovdiiuly

Wunsdeans 2 me wanwisudeyassrinadidouaroranaliasildiudalfidhsuly
539y

Hunszuiunsreieuaveorndmadsuadd (reconsent) mapmszozinanisailu
N33

871978AMUBUYaNMINN (verbal/by action lnsfivaramuizaw) Wiemun1saIuy
(written)

gnaveruBugauIneTEElRs WiekunulagraumBngIY (g 18 U viedfi
aglunmgilifiaannsavihanudils viednduladonuies flievunai)
Tifeyansutu neufmaumnde asmaeuioimainsdila

wnanstayadmiuiin 7-12 mu Wldnwdefivanzauiuiin
Wnaenenaiasethafivmeiivninniuasaunivioyanadunsumsinduls Tnedasy
fhoranadns/gunilasveudmenguine liauwnsoswviaidoula Fosimenuidunany
(impartial witness) agjfnenaonnaiveABuyeY

AlviAudugeu/neu avuuarTuidenuLes (msasunalaiddvinnszuiuns)
Tenansteyauneaainsly 1 4a

idnunluguseuunonaadasly 1 4n
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nastouan1adulaIiuedadnsiid13aun15338 (participant information sheet)
CIOMS Guideline atul a.A. 2002 Guideline 5 5zq*ﬁagaﬁﬁ’uﬂu’lmaﬂmiﬁa;&a"1 (essential
information) l#iwA

yyIntulasamsidy
TnUsEeAVIoYnLanangveInTivy
nsdnwfiayliuaslenaferaadasezliiumsdudnnaudne (i)
FuperitiuiumsideiasufitRdentanating
wtiadl/FufinTeuvasenanadns
Audsnmitefieraiatutuenaadnag

A o A o

Ussleniftomatmsensliulnenss wnlilFsuussdonifesssyie uasUsslonidu 9

wiu Usslevddediheedu Usslowiroguuy

8. Fmsinuiidumadendu vanlidhswduenanaiasluniside

9. emnwonsdifindunne Tavenaviseidin videssyindiveuardatuayunisisedu
HsURnvauATlYInY

10. AnAuve Andana wazanuliazain liaue (6i)

1. eilddeftonmainsrestions () wasaliendide/daiuaumsideiviisoy

12. msdhsaiuenanadiaslunisidy viemsnousioenainnisidelneadiasle

13, srymsifivsnuanudu wazveunanisinwanudu lasaansadfedayanuay

14. mslviveyalniluszniredniunside

15. yprafieanadinsazinrouasiuudang

16. WANaTiBIRBUEFTATERNIINNTITY

17. szewnafienaadasdniulunsidy

18. FueEANAT

N1sENLIUNISUBAIIUE UL D
CIOMS Guideline a1fud A.f. 2002 Guideline 4 s2yIATelimsiTidelaglilasy informed
consent 91n@TEEIAT enUiulesun1sinsaneusin/suses (approval) MNAMENTIUNTTADITRN

Busssumsifouazmsiseiulirudodlidiu “arudvtion (minimal risk)” msverrmBugen 1
annsovilalumsUioR WunnzqaniBu (emergency, impractical or impossible) ANENTTUNTT
fnsaneiesssun enfimsanliensudeyausduniaroun o1eeyfRlHERFmwBusenlag
ms3aaile (consent by action) Wy nsmeuUUABUMsTAENGs Ve Bwfitay fRneiemin fidvauu
M HQNaaaziiianae

mﬁ%’aﬁlﬁuﬂuﬂsﬁﬁ@ﬂw (medical records) Uagiag19n13TInMW (biological specimens)
34 medical records uag biological specimens 9nMslsiuin1sifionsidy dvha
WU, GUATMURYIA 1IR3 9 AsresenuBusen uilunsujiReavesniiunsvenuiuyes
AITELERIVIR AR ILAZANENTIINTRTNTS BsTIUINMTITevasEn T ueyllA (i natirameluil
®  msideiuszneusaniidndnann
® 1153388 minimal risk
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® iimsauaudindnivieusslevivosile
® Susarharinwanudunazanududiue
®  msvemudugeuliannsavilaluniaujon

n1533¢lusaunsnianidu (Research in Emergency Situations)

o  midelugtheildanunsalimmubuseuld wu Sguiisenisuazinla Wy wunead
Lifdnd Wulsedmnn nedidasildfdelaannzmemenasinladuiudnumsves
Uszvnsftesldlunsdde luanunisaliduiiunmdasennubusenangunulagsoy
PENUUNY

® lufigunulagvaumenguune wazmsisaliannsassls (delay) WiihnsAnwlalag
IasumseulRninaAmznssunsiTsantsessn warlivenrubusenangde viodun
Tngveushongrungluviudifivile

*  Advmsmenumnguussnnsiifunliiiesianme (condition) Tiffidosensing

u

<

WARTYLITINTIY 'uamm@uaauﬁawﬁﬂu*ymzﬁﬁﬂaaag’Luamzwmmidlﬁmm
fusoula

® mmdsslenaifniurnnsiidmagey wWio intervention uariimsiTardosivua
dums (justified)

msveanuduseulaslifudeyalusiaiadasin (Assent of the child)
e (finoy 7 - s 18 U e assent “mistoumy”

o fineny 7 - 12 U Willienansteyaativiihwdwiuidniiezidilals erefisunimuszneu
AodUNY

o  Uiunasosasunulu assent form vaadnsie

* ifinongiiu 12 - snd 18 U Wiltlenansdeyaiiideninumileuativdmiuiunasedld
Ingusvassmnulvaenado

o  msimumegueuiniivzly assent sraunnsaiuluisazanity

v =

AUaA1NEUsaY
v % v & a ¢ & v vy o « a v = v
® dessvdnssiadufimsmnunndilugdquagUleunmdandouinsiuniside wmsegte
pRliruduyumsAMuINgile viswmilougnUsdy
® (w9 informed consent msd’)u@jﬁlﬁ{um3aU5mLazﬁﬂ'Jm§aEiNﬁLﬁﬂ:1ﬁ’umﬁﬁ'a Wu
veal 1a v w ) ar
Anlifianuduiusivetanadas
AsvannuBusaylni (reconsent) WiavaAUBURLALLAY (additional consent)
1 o - = a) A = J d =i I o - a
® sywimunsisodeiiniswasuwlasle q Nazlinanenisindulaveseraralinglu

nseglunisideniensusieanatnn1side wu dveyalviifuty dn1snsiaunei

Windu Inswasuulaiside van

- = v - ' o) oo - . -
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wwameluavanasesssude 2 : wanauuselevd lidedumsie (Beneficence and Non-

Maleficence)

= < o W o =3 a e 1 4 '
N25UsEIIUAIULEYY V398 UATIENDIILNAVINNTTIVY 1FILLﬂ

BUATIBADTINY (Physical harm)

=,

)
2) dumserodnla (Psychological harm)
3)  dunswsoanIuEN AL WAs§IULNIINSEu (Social and economic harms)
4)  BUATIUNINYUINY LU QRIUNY

nmsusziiumslvinauszlovd (Benefit)

1) Uselowdidthoiidnimnsivelasulnenss
2) Ustlewithonudussldsunnaanisding
3)  Ustlevidennsinemansviadnu

a)  Usslenideyuvuitenanainser

¢ <) 17 0

g nefits) 81 givan 4

1) Ustlewiniesnanie (Physical benefits) 1wy 9In15veelsAivy (Improvement of
disease)

2) Usglvimadudala (Psychological benefits) 1 §ﬁnauw%umnm"|m1m§w:mu
(Comfort from suffering) iﬁn’i’ﬂﬁ‘d’aﬂﬁgﬂuamﬂﬂ (Feeling of helping others in
the future)

3) UslvginedtuAswgiue (Economic benefits) 1y lasuiuanmisidisulumside
(Financial benefits related to research participation)

4) Ustlvwidsioaanisinerdnans/dsan (Benefit to science/society) iy leimuii

thUIW1F (Generalizable knowledge) T#38nsiitivszavsnmidlueuian (Effective
interventions in the future) Wasuuasismsdnuassiu viliaaauinisuas
anems1Ae (Change in practice standards decreasing morbidity and mortality)

Fatminszudnsuselavduazainudes

1) @idedesanmnudasliiesiian
a ¢ <
2) iuauseleviinnign

mMsRg1saddl “anudssties (minimal risk)” fogradsil

®  msAnvmAasmeETIneAeITuNseanidinie
nmsiiusegrataane

ms¥adaugs dadming
msiuiegnlnedaduviemedrwuynaudntioy
nMsUsedluiefuinLanis

NM3A5295 19 e duATUNR (routine)
nsfunamsaiisafunginssulasums wiemswisuuadawnns
rm“lmsLﬁarﬂLﬁﬂaﬂ%'jaLﬁm’-a’muaaﬂLﬁawﬁwaatﬂwnjﬁmﬁn‘[mﬁwmwﬁ

1. - . - ' - Yy - Y -
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wumeUfjiinanadesssuda 3 : ndnadughsssu (Justice)

nsanudusssuusaiiuain
3.1 nsiaeneTandilns (Selection of Subjects)
® finuymsAnt uavAneandaau
e liflond (selection bias)
° lﬁLﬁaﬂﬂejuﬁaaﬂNﬁmdw Fad1e AL HAuNSAnm
3.2 msdnerdadasitingudne

e iinmsguitinguAne (randomization)

AgUuuInaU{UA

1. ffedpadoutaruensiseiiiftugumdnemansgnies (scientific validity)

2. Tuszilevisise wioitaudunside nouszadunsle q Auonanadng 1wy N15RTI9
fiansee (screening) FidudoutoutunaunssuaunisvenrwBuseudeu 1¥ud {ivsvimiive
AuBuge anuiifivzvemuugey msliveyaresuie mas mouteasdy Tiiadndulalae
dase nouasuliauduyey

3, LﬁaLLamin‘%’aﬂzUﬁﬂ’ﬁmuwé’ﬂa‘%Uﬁ'ﬁiumﬁi'faluﬂu (Ethical principles) #38zABa
Wouinte “danansunniueiesssun1sivg (Ethical consideration)” InglATIEauUME N353y
msideluau 3 da uiasdedisovhegndlsauilananlilunuameoathasulaun

° Hﬁnﬂ'n'lllesw'Lu‘L!ﬂﬂa (Respect for person)
Tnsnswormnudusanangidunguussrnsidmuneguenisids Widhsaudu
praainslunisive

e yannslvivsglevy lunealiindunsy (Beneficence/Non-maleficence)
Tngszyinonanasinsezlisustloniviell Ustlowdarls wisusslonidu q o1aiin
rudeeylsdesioanaiing §3dvasiivinuanudurssaatnslasluwuuiufindeyasylid
identifier zszyiasianaaing
®  wanAwYAsTIN (ustice) Aefinawinmsdnuiuazeandaiau lifond fimsnszany
Ustlomiwaymnuidesegnaiifioniulneisnisdu
4. Fidouemaaumsiiiunsite faitunounisaaestuaaatns mafudeya
apaiiiunmdntaiauelasssensidelasunsfinnsaneyiiiviesusesninAnenIsunis
FIUTYFTTUMTIVB W IALD

v giteannsadngiadinanansiayan warluBugauiuuuy (template) 37 web site U93 CREC (Central Research Ethic
. - Ve w av ] -
Committee) YI'E)Qﬂ'\FJ.[W?ﬂUﬂﬁﬂuﬂmxﬂ‘i?l}ﬂ'ﬁ'ﬁ]ﬂu“wﬂﬂﬂ

fa = v - . o s s - ~
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