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pSausnlull . 2545 LLaulmliUUﬁamemmUu “WwIneasesssumMsvinideluaulusenalne w.e.
2550” wguwslandniussma Manngnssunsinnsanadesssunmsidsluruuasinide Inldidu
wumaUfiRdusesTailunmsiideluay uwmealsssaunideluauwimfatuiaenadostiu
Méjﬂﬁaﬁiimmﬂamsggﬂﬁaﬂﬁﬁa laun 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
nagnIUNY MY TedsAukardanunvesesAnsiiugualulsenalneg laun museniednsues
AUAE WA, 2541 WS YUYRAUNIMLAYA WA, 2550 ToTaAULNTMEaN1INAIENTINYIATUTTIN
WARTYITNAYNTIU W.A. 2549 IR 9 W1 vUaRaunIMan w.a. 2551 YotaRunwnnganiinele
MIINYTIFTTURANTNITNTIN Fos MsUgnaneiwadsuiniaifienssnu we. 2552 uaz
ATEUARLNMTITEN9AGTn MFATeMssEUIRAIneT MAdomsdsaneans nsideiRafuiaduy ns
FWoiRrtuilade maldemeyudtugenans midaienfumadiuiug foeu unsmsnlunsd
Faaonusing 9 lutsemaldldduuamal foRduaiesssunmainideluauegranirenis

AUNIMAULALANTENTIETITUEUINTE TR uazNNTENsI (Drug Act and
Ministerial Regulations) Aldgsfunisthelml viewesdowmdduldlumsinuide Tassmsiderdu
FoslisunseyiRanangnssinsaiessmadsluauvesanduiidinnuangnssnse ke
pilsinseonsy il Augnssumsianadesduiunslnduluasusnasgiuana
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Capacity of Ethical Review) e?fqaaujmaiéf TDR/WHO 1aun AznSSUNISI38855UN15I8UDINTY
WANEMVINTUN (IMENFBUNVBANEATWIZINNELNET) AMSUNNEAENT INIDINTANMIINGIAY NTY
WAL NN UNUIVBUAZNMIUNNEINBEBN NTENTIEITITAUGY ANLWVIEANENT WiInendelliedlv
d010UITEINIAEATHUAIN AN Inerdededlud  unnInerdevauniu IeaeIngIAans
#1515 WIAINTAINMINGITY AMSIYAEASIUATIU UNIINYIFBUTAS AMSNTIUNITNAY
#91901938555UN15998 (Central Research Ethics Committee %38 CREC 3aifiufa JREC)
AMTUINNEANEASATIIYNEIUIR UMNINIFBUANA LETAMSUNNYANENT UN1INY1TBSTIUANENS
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n1svinidulunululszwmelne (Forum for Ethical Review Committee in Thailand %38 FERCIT)
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Aenfunsfineiideuaznisnaaesduny 1wy AUTENIANTIEaTeN YIeU e 1eaded (Declaration
of Helsinki) ngvune  VadsAy %’aﬁmumammmqﬁaqﬁﬂiﬁﬂﬁ'ﬂ@umzﬁwﬁmm (National
Regulatory Authorities, NRA) wazan1uui1nue

AQENIIUNNSASHSTIUNTITY aneds AgnssumsTian1tu esdng wdenheruussay
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®ANA38555UN151138 TuAuN2lU v3e Belmont Report Useneudendn 3 Usens éun

1. Mﬁﬂmmmﬁﬂuqﬂﬂa (Respect for person)
2. vanAuusylew linedunsng (Beneficence)
3. menANNERASIIH (Justice)

wuanUURnanasesssude 1 : ndnasarswluyaaa (Respect for person)
wdnAnanaswluyaea Ae n1sieswludnArinnduiyug (Respect for human dignity)
Fudundndrdyvesatesssumvinidsluay MﬁﬂﬁlﬂuﬁugmﬁumLLuwmiJﬁﬁ’a oA
1.1 inswlunsveanugugedlaglvideyasgiinsumuuaslvionaadasindulaog1edase
U51731nn15939 T9AU v3eldudneseda (Respect for free and informed consent
Ay Respect to autonomy of decision making)
1.2 wnsnlupndudiudvesenaiaing (Respect for privacy)



AUMNNEYRY privacy AeRauAAa (person) AuludIw Avigdiuunna woAnIsy
@i neinssuunla maienswluanududiuivesenatades vilnsdnanuilunisvermudugen
uazmsdnUsyiinsaasisne mslifitheszylenddn wu “aatinlsaond” “addngnania”
1.3 inswlumsiuinwaniuduyesdayadiuinvesenandiing (Respect for confidentiality)
AUINEYDY Confidentiality Aedaya (data) \Juisnssnwmnuduvesdoyadius
vosonaatiasloeiifednin deyamariuliun wuutufindesa (case report form) luBuge
(consent form) n1sUUANERIATENN (tape, video and photo) HIRSNITINWIAMUAY LU Td5iHa
Aulugiinauaden (locked cabinet) ifivlunasfines (computer) Aifisar1u (password) deyads
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1.4 wnswluanudugeausies 1Ws1zu13 (Respect for vulnerable persons)
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vIeNgusnTmA (homosexuality) ngulUTwu1anedeny (socially vulnerable) W {lWu3nTs
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AruBugon i Fasduiiunisve assent mudormuaruiy

v a Yo v o a v a &
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Iienansteyauiotaadasly 1 4n

Tdunludugeuwnaianadasly 1 gn

nasfayafiaiuredmivatanainsdidisiuniside (participant information sheet)
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16.
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17. szegnanoIaasasnginluniside
18. 9NUIUDEFLAS

N158ALIUNSUBANNEUYDY

CIOMS Guideline 4 szyinEidelimsvinidulaelyllasu informed consent a1nananading
g IuIlesuUNIRasuneulF/5uses (approval) NAANTIUNSITEETIUNSIToLaz TSl
aandsdlaiiu “mmdsaios (minimal risk)” nMsvearmBusen liaunsasilalumajoa 1Ou
ANl (emergency, impractical or impossible) AMYNIIUNITITEFITUY D1INATUIENLIY
oyavrsduviormun 0190uRlHl 35l wBuseslasnisiaiie (consent by action) ity M3
nouLUUaoUnalaungumso TNy fRneanin flsauumane gonalsaziamame

n539enlduiulsedInduiag (medical records) wagfae19n19330M (biological specimens)

N3k medical records Wag biological specimens 31nNSIAUSASINBNITINE 1@

WI.U. UATMLINYIFA 11951 9 AzsesvenuBugen uilunsufiRenavesniiunisvenudugey

SAITULARVRNANAITHALAMYNTTINITNNTUNTESTTUNMTITevasaeTueud® wWu nsdldwalull

n93detuameumanufiddaunn

n153983 minimal risk
Lifimsasazdindnsvseuselovivosyae
FuserinazdnwaudukazaududIu
nsveAuBugauliansavilalunn U un

ﬂ'l'ﬁ{fﬂeluamuﬂ’]'mjigﬂl,au (Research in Emergency Situations)

meiselugitheiliansalinuBuseuld Wy Symmiinisuasdels Wy vunad
Lisdnd Wulsedounm nadidasinldfdedioanitemenisuazinlatududnumsvas
Uszynafiagldlunmside TuanumsaliuiuwmdnmennuBusonandumilagvey
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inldfidunulagyeumenguune wasmsideldannsasels (delay) vihnisAnwlalag
lpSunmseliianeninssumsasesssu waglivennudusenanyUie segunulaevey
shengyanglusiudinyile

fidvmameneumnguusznnsiifiunlifiinazifinnne (condition) fifidesensfinm
AT venuBusenarmiluvasifiisegluaniizfiannsalini
gugoula

arudesiionaifniuannslidmeaey vie intervention wardimsifoasdesdinnng

duna5 (justified)

msvaaEusasladlfSuday kel Asiin (Assent of the child)

Wineng 7 - sndn 18 U Tive assent “niseewsiu”
wineny 7 - 12 U Tifenansteyaatufivwdmiuiniizdilald enafisunmdszneu
A1DBUNY

Tiunasesasunlu assent form vauAndey
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wuIneUURnanasesssude 2 : ndnaauslewi linedunsie (Beneficence)

N15U52LUAMNALEEY S00UNS18NBIAAINATGTIANY LA

1)
2)
3)
4)

DUNT186DI19N8 (Physical harm)

dunserednta (Psychological harm)

PUNTIYABANIUENNFINY LAZFIUENNNITHEU (Social and economic harms)
PUATIYNNALUINY 13U YNIUN
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1)

2)

3)
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¥

Uszle9iinnes19n18 (Physical benefits) 141 81n1590415AAYY (Improvement of
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others in the future?)
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(Financial benefits related to research participation)
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interventions in the future) WaguLUATENMI YIRS vilvananufinisuay
andn31m18 (Change in practice standards decreasing morbidity and mortality)
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(Study Protocol and Consent Form Approval)

(Reference Number ........... )
TN IRB/IEC/REC, ... ), Thailand has approved the following study to be carried out
according to the protocol and informed consent dated as follows in compliance with the Declaration of Helsinki, ICH GCP,
.............................. ).
Protocol Title  :-
Study Code -
Institution -

Principal Investigator :-

Document Reviewed

Protocol Version
Patient Information and informed consent form Version
Case Report Form Version
Study Budget Version

Investigator’s CV Version

A e

Others (if any) Version

Certificate Number :- COA-..........
Approval Date -
Expiry Date -
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wialulagdinmadielvaivisenugiainssy (Modern Biotechnology or Genetic Engineering)
Humeluladdldlunisiauss videdauUasansiugnasluded®in vqdundd v wavdnd 190
Snunlvadnuiidesns ddlassssuviudy AdTiady 1 avlifinunedngn fugimnssudy
Ienmavileifianuddalunsaasslenifugaamngay Mg uaenanus sii aamdnnis
analunisaduniddeiasinuinealulag@inmadelve  desdinisguaninulaensiveiegnies
uazifiome eliAnamsiulein meidouasiauniugimnssuazinudasafosediiisades
fumsidouazsedaanden  ndnnsildguadoswiondn  1dud  vdnniseaasademistainm
(biosafety) TaefimsutsmiAdesuiugimnssueenidulssamsing 9 auszdueudes (Biological
Safety Levels — BSLs) wagsryszduauUaonfovasaniufl fivanaudmiumsvaaosiu « laed
mhsaundniigualudesisnanaeluaantu Bond1 aaznssumImLUaendBIaTInmIEY
a01Uu  (Institutional Biosafety Committee - IBC) Fauduraznssunmsidatulumhsnunie
antufiianssuisaiuiugimn s ilumsfinsanuagasaaeulasinsifeivhiinlasinis
aue  ssisdunumlunisrsadeusnasguresaniuinaaes  lasdaugnssunsmadadiuai
Uaonien1stanIn (Technical Biosafety Committee — TBC) Timusnwilunisaiiufanssumig 9
susiugimnssu Tneamnzegsdatulasamsddedssnnil 3 fadulassmsfienasusnededufofa
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wialulagdanwasisniniawuginanssu  (Modern Biotechnology or Genetic
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