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T090EmIuAdeidauasuwinn iy ~ T
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ddiivssmamenIIms
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dnmindud wanmsfiansanungide drusuu e-office :
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L uhludafiansaniva Bnats WUY993UU e-office
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EUITUU e-office

iwznmﬁmimmﬁlm
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1. Inguszena

iiatdunuamedmiuangnssunsagiimihfdinauanenssunislessssunsideluuyed
Tumsumsinnislasssmsidefidadmfielinngnssunss fa1san
2. YaULUN
3%9?’1LﬁummnmgmmamqmmﬁqGialﬂfj
(1) TnsesmIdefidadrfiarsanadausn (Submitted protocols for initial review)
1.1 nssmsideiliidinea3esssunsideluuyed
1.2 IA59T9N TIN50 U TN TANAIUATETTUNITIE (Protocols for exemption)
1.3 Tsa5am s defianmnsafiansanuuuids (Protocols for expedited review)
1.4 1A533719715398N599RITUIAUITEFITUNMTIFeRUULANYA(FULl Board)
(2) Tnsssemidefidadianly mevdanudlunudeiausiuzvosaniznisunisi(Resubritted
protocols after corrections)
3. AUSURAYOU
Funousing 1 104n15U3Msdanslasssnsifoiefinnsan WuanusuRnveuvasnnznssuns
uay Wmihfidiinauenenssunmstsessssnteluayed Tnsuwdseusuinvoudsil
(1) Wmihiidinauengnssunmsssssaumsideluayed fulenaslasasamsidoifiofiansan
AYIINKUTFUL e-office TosARTU
(2) U5 UuAnENTINNSY 599UTEEIUAMENTIUNITY AVIUNITANENTINNTY HTIEaVIUNTAME
nssuMs egstlen 2 viu dadenlasiumAdeiwuulidiisusssunmsideluuyed, Taseams
HHVRINIUNITRAITUIAIUITYTIIUNITINE (Exemption), 15959 5ITe M unIsRsaNuUULE
( Expedited Review), lasss1smsidofidniunmsinnsantuiiuszyuanznssumaiiiuys ( Full board)
(3) WwthitdninnuangnssumsaiesssmmAdeluiywd Wimsdanslasiemsiduile
W50
(4) ARIENIIUNTY NANTULATITNNTITY
(5) Wmthitdnauanznssumsasessaumsideluuyed udsmansfiansanuigise
(6) AIzNTTNNT WastdmihfdinnunmuenssunmsssesssumAdlunyuduimsdanisionas
TassumAideiidadnnlminevdsnisiansan
(7) iWwithitdninnuangnssumsaiessssum AdelunyeddnfulassumAidonazionasaud
\Rentesuazduiinteyalugruteya
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Y a

4. YunpunsUjURLazeSuRnvau

Y

Tumay n15UfUA {Suravau
1 msfuenanslassssnsideiiofinnsanadausn W mthidnnunaEnIsunsISEs I
ndeluywd
2 msfmdonlasisamsiseriiefiansanadusn UTEeUANLNTIUNNT T99UTE51UAME
AVUATENAN TN AL NTTUN TN NUNITT LATIYNITANLNTIUAIT
2.1 Tasesramsideiuuulsidniessesssunsisely AYIEAYIUNITANLNTTUATT
uywd
2.2 1A59519N15398988 AL IUNITNANTUIA LTI UET T
N15398 (Exemption)
2.3 Tases 1M sisefidnsumsiansanwuud
(Expedited Review)
2.4 Iﬂsqs"mmﬁ%’&ﬁLﬁﬂ”]%"umiﬁﬁmmﬂuﬁﬂﬁwmmg
n554 (Full board)
3 AIANUATHELATINTITY W mhidnnunnEnIsunsISEs I
ndeluywd
q mMsusmsinnslasssTeiofinnsanasausn UTETUAMENTIUNT LAV ILUNITARY
A5TUNST LW TidTneu
5 msfasanlasesansisefidendudiun amendinis N3UNITUAN (Primary reviewers)
USuugauily

5. 51882198AN5UHUR
5.1 mssuenanslassinnsiseiiiaiansunadaun
mssutenanslaseinside Tnsdmihidinauanznssumsatesssmsideluuyud
feandoadd

5.1.1 msfulenanslasimsidelaedidudaenans HIuseuy e-office AMmuaaINsTulATsIeNIs

D
e

(1) {37eApdelATII1aMTITENUITUY e-office Vasan1ium lagllandusnenisienans

v

(2) TunsINEAIBEIlATITNIINITITEANTININAINUA WALHBINTIAAMLATTUNITY NANTAUN

Y

lases1amIdeluseutiu 9 IdesdesdwildotiasvnanaauIun1sAnENIINN1G fndenauniely

va v

7 Ju Wefiansand wdilases N NTudinsanauigideseensol
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5.1.2 Wwhitdinnuangnssunsaiesssunsideluyed amedouduonarslasniside
fusuAdNonaIUIEUY e-office lonansasuduaysaignios Tassiensidefinuulaidde
PFeessuMHITelunyed, 1A5951915338U0NLIUNTRTNMUATESTIUNTITE (Exemption), 1A5431¢
MITeTdsUNIsRaIsANLUULE ( Expedited Review), Imas'mmﬁa"faﬁlfﬁw%’umiﬁmsmﬂuﬁﬂszﬁqu
AZNIINNSHNYA ( Full board)

5.1.3 defmunveinisduenals gidvdsenansteyalasesensideluguuuulng Word uag
sUwuulig POF

5.1.4 NMINTIVADUAIIUATUNIUYBUDNAITIATITNNTINY

5.1.4.1 ATIvdBUAIIgNFeBsUUUNasNTilaue
1. Muuurlesugnesamnulssianvedasinisideviely
2. Tduuunlesuatutagiunsalyl
3. LNANTLUUATUTIUANUTENVRIlATIN TITenTalyl
a. nsdifidulasamideves thnuszdutudindnyazdeauudiuiuuiaus

=

AL ASINYIRNUSVDIUNANWITEAUUUNAFN®WN

R
av a4 ¥ o

5. maulassmsideiifeitosiuindosdounmd Adliinunsiusesnin ee. fes
LUULUUIEUDYR3UMIRINTAN93EsTIuMTIsIrsosilounmd
5.1.5 fienansasudau lvihiddnauaugnssunsstsssaumdelunywd agduiuns
daFesinuduims wazUsesunaiznssunsatesssumdelusyedfunsuiefinnsantass $1sm53de
nowdslinaiznssunsuseiiulaseiamdeludniiuniseely
5.1.6 Wnihfidinauanenssunssesssunsiseluayed dudunisdasesls
ANNENTINNTUTEEUTTULATIT N ITENLASUNSRRUSTUNT SRR SN lATINMTITEINANENTIUNTUTEIY

AINAD

29




ANIENIITUNITIIETIIUNTITE UL EE

anUumaluladnszasunandnnuvmsainnseds

UM 3 NISUTUITIANITIATITNANTITUNENTUIATILSA Management of Protocols for Initial Review

o a1 v

5.1.7 Wwihitdninnuangnssunisalesssunsidsluuyed didasssunidefidaduie
fonsanndausn Tnefenansauddusents sweludl (Genamzwuunlesufiiendes)
1. wuuiulasesensiseifievesuiinnsanassssun1sise (AF 03-01)
2. 1A5951901539% (AF 03-01.1)
3. 1A59319MTITY (AF 03-01.2) aduniwdangy el UnIFus1aA
4. wnastoyameSugdmiulinsiulasesnaniside (AF 04-04)
5. LlNEsLanIANB U9l ulATIS19NSITY (AF 04-05)
6. naskansmNBuyauinTINlulaTIIMITe dwsudunulaeveusTsy
HUNATOI(AF 04-06)
7. 1ONANSTLILATLARLINUNBULRLLENSIINNTITY dwsuineny 7-12 U (AF 04-08)
8. nilsdauansnuBueounislildan WonsdnwuazIdevnenisunvd (AF 04-09)
5.2 nMsAndanlasssnensHseieiansanasausn
mMsfndenlasisenisedioionsanesausn TnoUsesiuanznssunise dudnnsdndendad
5.2.1 lasssemsideiuuuliidinsetesssunsideluuyed

Qud'\'Llyl

5.2.1.1 lases1ams3enliiinvneasesssunsideluuywd

a & v

5.2.1.2 lasssensideiiiudeyauuueeulaliifeiusynna
5.2.1.3 lasssemAdeiiAudeyaanienasmeunsinly

5.2.2 1AS959N1 5398908 NLIUNTRANTAUNAIUASEEIINNITINY (Exemption) TauA
5.2.2.1 IATI99NTIENAIUAIIANE

A o a U =] Aa & Ql' U =
- Pendunisiuaartug wisaaunniluneeusuniansinm

[
av a a

- umAdeiifeadesiumsFeumsaounununuiatiduinesgiumanisine
- Aerdesfumsussdiulssansamuasvaiianisasuy wazgMIUTEUNANgNS

- Bmsusmsiamstuiieu msuseiuamnnansing

- msUseiiuradunsinuviiownmdemansane delifinisdudunsle du

SI8UARR LU NMIUSHIINENSAERsNaNITANYY WiensUsuiiiulsednSua visowSeuiiey
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5.2.2.2 Tassrumsideilinanaaounanisinyivielasamsiildis nsdsae vie
M3dunwal vsensidungNaAnTIH 815150y
- Mldnanaaeunamsfing viseuuutuiindeyavewhenu fsdlasuany
BugaNIINSURAYOUTRYANDY
- mstufindeyaliannsodumsisiyanaiiduivestoya viedawe
AIAUYDUIIVDITBYA

'
v aa o

- deyaiidelsiifeates Auussiuseulm wu wfnssu ieuafimiama ns
AgsiFoansiandn nsnsyviisdassamiengmngludnuardu 4 muanduthemsdsviolsafndeliiiud
8ou5UN9HIAN LW HIV/AIDs, TB 218

- medamenanmsneuvesyana hivilAsaudssvesyanalunmssulng
vidoiAneandemesesnane Inla Joides endnnsem aamunimmansiu dvsusslovd wagnanouuny
Ta q fifsldroyanaiiduivestoya videantulassmsidomaiuuinsanssisas

- 1Hulasenisansn viselasen1sdin vielassmsUseifiusyuuau Aldy
BUYININTIMTNNUNT IR FURHAYOUBIANS

[y

- TingusvasAiieusediulssdnsam viiefinwmauden vieiwunssuua

nIoulaune
- iajﬁmﬁLTJmLwa%aqﬂﬂa‘vﬁa%aaﬂaa’auqﬂﬂasuaqmmaﬁﬂﬂuimqiwmﬁa‘ﬁ’a
5.2.2.3 1A59519msansiaanuieanelanen1ins auaiazusnis laglddudasnenie
- 9nsvseRum wieuimslifiduuszneuiiduamsianin wienolnuse
uyudvidedandon

- 9WNInseduA vive usmslinelmAnlnusdeaunin veauslaa lngr1uns

fusesmnuUasndynadinauANEATIINNTOTHALEN VidevsaiieIdes
5.2.2.6 \n59319n533eluviosd JuAnis taun

Tassnameildderiuenldaindsdmsa (solated microorganisms) uaw
wzdsdluiesu fiRngld Wuneiuduarliifoyadenlosisiyanaidudiues

- Tassiumatdeildwadimedsmnideibonyusildannisusuanmly
Juwadaneiug (Cell line) udn

-Tasssrmsidslulasenszgn fufignasuud uazawe1a1selve)

- lasssmdenmansvulou ansiall welse vsedadng uwazliinig
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nspiilagnsaiuetaading
5.2.2.5 wauhe (Case report) hilinwedoyadafgtasuarlunsdluansgy
AUredesdiluBusensgradumens
5.2.3 1A59919n1 938 Sun1sRinnsanuuuss (Expedited Review) lauf

5.2.3.1 Iass59nTeAetastunsiiusiegadenlaetfuain
g <

- mszdaei duwi Tuy wasnisiiudeginiensdesliiiu 2 Aswatu

- viaendonsueslngjaunnd liswaiiiasssd iudegindenldliiu

v
1 o LY < v

3 fiadansmunvtngl 1 Alansu wazmsinusegiudendadliiu 2 AsasadUnn
5.2.3.2 lpses1amsddeifinsiiuimedetinmleedsnishisnaisaneuazldvinli
WHanIsUIALduLNaalatiag lawn
< o~ am o1 Y a ' P 19 2 @ '
- @U U visenu Nlunaliinmnuundsnnenaansinusiegne Jaaiy
99919% WD YN YTOENIANMATRY 9 NINsINAT Nl RAUIALKS
g Al MYy 1
- Jranenlilaniulaenisaenvie
- 5snAlAa1nNNIsYAaen
- 11A$ILAUAINNAMEUAUNDUARDANS DIENINIAADA
a a6 a o a a v oA an g A o a |
- ATIURAUNISuasAunaewmilewionuagliviien 3naiui dawsewlill
snafunInsyaiuihateifmitunuunsnsdesiuunfnasnisaliunisauasaduaenadosiuiznis
Jasrulsadadui sausu
- Ut B NULNALABILATUNITABUINNNITHIUSNNSNIITUANT T
-d' a 1 d‘ 1 v &
- gauRivesun lngmsyadeydesiin Uauln vienmsie
- WA IMTIAINNTYR WIensthelaunelaannnsinu visenasInnisvil

saline mist nebulization
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[y = [

5.2.3.3 lnsesnsidennestinisiiuteyalaensyuiunisilisnaisnane

a wa

(Noninvasive procedure) fiufiiAidutnalunsquainungtiae Taededlifinmsldonssiuamnuidndviosuey
& warlsiiietesiu X-ray %3 microwaves vizefinsldindosilounme axdeafuniosiiofnls sumsoyan
Tlvnluudn loun
- dadwiin Todaua Iaanusulain Ingamniisnnie Jadnsin1sieu ved
wla Indnsnismela

- Sensor fifinnafwls Wumsiauinueendiauainuasin

- NINAFOUNIDINTLAUNTINGUNS 19U visual acuity, audiometry,
algometry,small test)

- Magentic Resonance Imaging (MRI)

- Electrocardiography,electroencephaography,themnorgraphy, Detection
Of naturally occuminh radioactivity, electroretinography,ultrasound,diagnostic infrared imaging,
Doppler blood flow iag echocardiography

- Moderate exercise,muscle strength testing N13Usgiiu body
Composition way flexibility test Munzaniuaiy ﬁmﬁfﬂuazqmmw VRNORGUGHIGH

- Tasssrmsisefiieadesiunmsiiudeya tonas Tuiin videdsdsmsiatign
Fuliud vieagnifunilenguszasddudilaildanise 1wy mguasnwiaand viensnsnidadelse
auunf enciunsAinuiliiendestu Post-marketing study

- msfnwilideyalusuuuuveadess nmdie niadeuln awanefani
Wleinguszasinide

- M3AnwIndsdnafideanmnsaitadunanng (Leftover
specimen/surplus blood) #ien153dsluresufiRnisnsilidsdsmmaietuivvedassnmsiagumn
N3938FITUNITITELE

- TasssemFifeuvvananiu fiunmsfarsandosiuanangnssunisues
anduiidundnlulassnstunaranidumaluladnszoundinummsaansydild vhdufinvesuses
FomnaamanisinsanaiesssumAdouuvavanituly delddndunslunuitaidunsnnsgulunis

Uzl ulaz SUTRINANITHANTUIVDIAULNTTUNITUY 9)
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5.2.4 Ipsa519ms3deidnsunisinnsanlufiussyuaaznssunisinyn (Full board) leuA

a o

5.2.4.1 159519015398 Clinical trial waz Clinical intervention

'
v

5.2.4.2 Taseamsidefiiadestuenayulnsuazndniasiannsssuea

5.2.4.3 lasasumAdeiiAsadosiuguuilagiu

5.2.4.4 lasssumAdeiiAeadeatuiniesiomanisunmduaziniesiofiunldiu
SNMEUYE

5.2.4.5 lasasumAfeiiAedesiunmsussivivimeildldl i dunaluiinysedfu
wiu Temzvinwan vieenmasnie iy iWudu

5.2.4.6 TA5959NTIveNetuwaanunnus (Stem cells) vsawwaa alnafilioau

5.2.4.7 lasas9amsITenfettesivenaadinsnguuszuns (Vulnerable groups)
NAN2AD
va a M v
- gneudeulila
- gndlanuunnsedunisindulanionnun s
- YuUNqUTeENaUTEV VU IEVOU

1%
va o

- NANNANY
9q U

€

DU DAN AN UALATIZIN

e

q
Y
[ a1
- nauauliney

- YNAIATIA

GV PRI EERIGITEL

- Rae HIV

- lunsainddgylunisseynduenanadasiuszuslieglugaiiiaves
N3INANT

5.2.4.8 lase39msIvendfiarsauuudaidinanisiansundu “ldasnsaldnis

SusealddesindriansanlunmgnssunisuuuinsUkuu(Full board protocol)
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5.3 NISNINUATHELATIIINNITIVY
TasssumAideiiduileveiumsiinnsanainangnssuns arldunsimunsialasssensidelneynlasesis
nMfustaazaeoutu waziindnnisail

5.3.1 Msimuasialasis1an1siTe Sesddununisiu/AReuy wu 62 001 maneds

Tassnsfigulud wa. 2562 d1dudi 001

5.4 nMauimsTanslassmsdseiieRiasanasausn
nsumsdanmislassamAdefioinnsan walu 4 uume Ysenaushe

1. lnssismaideiuuuliidiiieaiesssunsidelugud

a v i a

2. 1599191539808 NETUNITAANTUIAIUITETITUNTIAY (Exemption)
3, Tases9amsItefidnsunsfiansanuuuids (Expedited Review)
4. TassamFAdeidhiumsiiarsanluiivssyuanznssy (Full board)
5.4.1 N5UsMsdan1slasamsidenuuliidnngaiesssunisideluuywd
5.4.1.1 fiddadowiuszu e- office wipmenansUsznaumsfiansan il
1. tufindernulasssimsidoiilsitihineaiesssunsidelusmgwd AF-03-05.2
2. wuugudusunsulasesamsideliidnungasesssunsidelunywd AF-03-05.3
5.4.1.2 mihfiddhaueaznssunisesessaunsideluiywd Sulenasuagiiiiuns
finsanuuudnnsedlassmsideiievesusesatosssumsideluinyud AF-03-05.1
5.4.1.3 nsdififsanuduiulasssmaidouvulidhinesdosssumsidelusmywe
Wi fidinnueuznssunsetessaumdelulyvilausiavynisaaznssuns Usssiuany
N335 e sainuImsnuideuazuinnssy uazseesnsudthenuITeuasuinnssy
NITURMWINTUNTIU AU

5.4.1.4 W mthidtinuanenIsun1sasesssun s lunysdaiunsdaenansnlasy

v YA v 1

NIAIUINLAT denaulUgaIfer1usEUU e - office VBsanITU

Y
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5.4.2 N5UTNIFIANTTIATIIINITIVYVRINLIUNTITNIITEUIAIUDIU5IINN1598 (Exemption)

5.4.2.1 e-office W5auNATUTLNBUNISRINTUN Al
1. WUUBUIBSUNISRANSUISUTITUNNTIFY AF- 03 -01

2. 1AS9519N15398 AF- 03 -01.1 (nw1bne) %38 1A59919A15398 AF- 03 -01.2

(A¥9INgY)

3. LUUUIEEIUNITNUNIULUUENLIUAITHAT8 AF — 04 -03

4. nansveyamesungdnsuRlinsIulATINNTIdY AF - 04 -04

5. lnaILanInNBurauItnTINlulATINISIYE AF - 04 -05

6. Nasdu 9 Tieadesadeouisifevesdlasnsise Wy wuuasuaty wuu
Uiy

5.4.2.2 Ewihfiddhaueaznssunsesesssunsideluigwd Sulenasuagiiiiuns
HATUNBNATANANITIAY QNABI ATUDIY

5.4.2.3 nsdiifionsanudatenansgndios asuiy Wivthiidhauenznssumsaiesssy
ny3delunywdiauag e sdinuImsuideuasuinn sy wazsesesnsuhenuidenay
WINNTTU NATWUIAIUINTUNTIU

5.4.2.4 U555 1UANENTTINNGY TINTANAIUN UALLIALBAAEATINANTT §1UIU 1 AY Lile
firsanUsadulasenmifeludisudely Ssdisvezinansduiuns 10 fwhns dusudldsuenans

ATUNI

5.4.2.5 agnssumstssdus dwamsfiansailassamside usesndu 2 nd fed

1. N38I5UTRY (HAN1INNTANLATITNTIE)

1.1 WwihitdninnuangnssunsalesssunsidslunysdudsUsgsunsuna
msfinsandsnan eeenenasmiideiusesesnienansvilsdeiuses Tldiumseniiunmssusesiiu
PFesssuMITelunywd AF - 04 -10

1.2 Wwehitdinnuauenssunsatesssunsideluayed Ussiuasens

FryanualinuasesssumNdeluayuduar TunsusesasuunninveLenastoyaATREiNTINT

o
1%

e uaztenansluduwey (enansiliidusewhdnuieluldivenaaing wasienarsduinedesiu
91EHIATIWIU 1 YA
1.3 la9INIIAMENTIUNIT BIUTUTEYNAMENTTUNNTY WBSUNTIU

Y

1.4 Wi fiddnauanznssunisasesssunsiveluuyed dauenaisidn
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spuudidnuselindvseuilulasesnenside
2. nsdivsuusaule tilesuses (amsfionsanlasssianisise)
2.1 WwithitdinnuaaznssunsaiesssumAdelunududmansfiansan
Fananlugedise Wandunsudlamelu 7 Yu vieliiu 3 Weu dudusiiuilldsunmsudwanmsfiarsan
2.2 dnidudalas9319n1s39e (@Uuuilauiuly) diussuudidnnsetind (e-mail)
vosdmthiidinauangnssunsaiessaunsideluingud
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LUUBUVBSUNITNANTUIRIESITUNITINEY

(Submission form for Ethical Review)

n3unsendayalunuvduuazuuulansis

Please fill in

this form and provide necessary documents that apply.

dauil 1 : -feyalassns3de (Protocol identification)

va¥unsfiansanuuu L Exemption or [ Expedited Review, L] Full Board nganszyidinasidals ...

(9 criteria for expedited review)

nugLaulATINISEC_KMITL / SWalATINISITY (H13)

1.1 Folns9n15388 (Protocol title) (Thai)
mMsUsuiunanssnunedndonesdssiueanuayanvesinviendisalulssmelng

1.2 Folrs9n15398 (Protocol title) (English)

1.3 Hatiuayunis3de (Sponsor/Source of funding) TUsasey
L] 35078 LI NGO e
[ I T

1.4 nsAnsieratuayun15338 (Sponsor contact phone/fax (Thailand)
nsfwni AN e -l

1.5 Tassmsideiduinerinus (Thesis / Dissertation / Board/Subboard)....... O Yes [J No

dauil 2: doyafite nauuUENES 6.4 (Investigator, attach doc 6.4)

2.1 %‘aﬁﬁ Jevan (Name of principal investigator)

2.2 AANSANYY / annpuden (Degree/specialty)

2.3 fanAnUle9U (Institutional affiliation)

2.4 N13AnABEITY (Investigator contact phone/fax (Thailand)
Inséng WD e E-@Il oo

2.5 vuilasimsidedug imdsifunsnmeldanusuinreurewiuilasinis (How many other research projects
are still open under your responsibility?)

2.6 Yinudly3 Sesmnank Mt iiseRau (How many co-investigators and research staff do you have for this
project?)

d2udl 3: 15915998 (Research protocol)




3.1 | 3Uuuumide (Research Design) (denlivianedo)
[Basic science research L] Descriptive/qualitative L] Survey
[ case-control ] Laboratory experiment ] Diagnostic test
DApplied research Ul ro L] Clinical trial
[] Bicequivalent L] cohort [ Other (specify)
3.2 333 / wdesile Maluns39s (Methods involved the followings) (Fenlsmanede)
] Questionnaire/interview/diary
] Specimen/sample collection
L] Records/document extraction
] In vitro diagnostic devices
] In vivo diagnostic devices
] Medical devices
] Drugs
L] Behavioural/psychological intervention
] Embryonic stem cell/genetic material
L] Radiation/isotope
] Tissue/organ transplant
] Procedures/operation
] Other (SPeCify)....c..covvemrrvrrrirereenenenne.
3.3 Sr4Ia"71A1A319271338 (Expected duration of the project).....1..d....... Whou
3.4 aonuiivii3de (Investigation site)
] winied (Single)
] TEAUIRA a1 / vianegud (National multi-site/multi-center)
] FEAULIWNNIR vianeuvis / nateaud ((International multi-site/multi-center)
35 Tasinfeildsunsinnsamunulagauznssunisalesssuiisuneuduiidviely (Has this protocol been
reviewed by another ethics committee prior to this submission?) L] Yes LI No
3.6 Tassmsiseildaamzdounsyiisenenainudmielal (Has this protocol been registered according to clinical

trial registration? [ Ves I‘U‘imz‘q ...................................................................................................

DNO

(2 Y 1

dauil 4: #3un15338uaznsTudisiun1side (Subjects and recruitment)

4.1

£
o

Iassmsivedsugsumaidessluinsel denlauinnida 1 U8 (Does this protocol include the following subjects?,

U

tick all that apply)

H Lifinsiiudeyalnenssanng3uniside (No data obtained directly from human)
] Hnlne (Prisoners)

] an3dansss (Pregnant women)

] HUeM1939 (Mentally ill subjects)




] AUaeuziSy vielUheszezvingveatin (Cancer or terminally ill subjects)
] WnBau 13N Lﬁdiﬂmqméﬂﬂiﬂ 18 U (Neonates/infants/children, aged <18)
] fUae HIV Laad (HIV/AIDS)
] ﬂajmuﬁé‘]’ﬂﬁaghamuﬁwa WU LAnANE (Institutionalized e.g. orphanage)
] Alaisvilade vunquiles 1w ¥13101 (illiterate subjects or Minorities e.g. hilltribes)
] Aladedudayy W dniSeu gnang s (Subordinate e.g. students, employees, soldiers)
4.2 Bmsildlunissuenanadasdisun1sise (Methods used to recruit subjects)
] Lifinsifivfeyalaensannng3uniside (No data obtained directly from human)
] aﬂﬁiauﬂﬂaﬁuwm;ﬁﬂwuaﬂ (Personal contact at outpatient clinic /inpatient)
] amﬁiaqﬂﬂaﬁumuﬂqmiﬁuﬁaﬁ ICU (Personal contact at ER or ICU)
] AnsiayAAatuguvw (Personal contact in community)
] Anraynnan1stnsdny vieluswild (Contact via telephone or post)
] fnUszniAlaiwan (Advertising e.g. poster, flyers, mass media (website included)
] due N3UN2Y (Other, SPeCify).... ...,
4.3 AANLUNNINTFUIUNIVEAMLEUYEN (Person obtaining informed consent)
] laifinsvemuBureu (No informed consent applied)
] HI38man/6338534 (Principal/Co-Investigators)
] Wwthiiide (Research staff)
] 5"14"‘] NTUNTEY (Other, Please SPECITY) .....iiiwrcrreeeieeieseeeeesseeissiesesessseseessssese e
4.4 ﬁi’ﬂmwﬁumﬁﬁsﬁmmwm*a (Expected NUMDbEr Of SUDJECES) ........vvvvveeereeeeeeeeeeeeeeeeeeeee e
45 | eRduraaniunig andenan anuliagan liauvegliungsun1side (Subject payment/incentives)
] 4 L gl
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doufl 5 : AENIIUNIIATIVAANUTRYARTUADNUABASE (Study monitoring or DSMB, Data Safety Monitoring Board)
[ 4 [ it
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6.1 wuuBiu (Submission form) [ 1
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64 | lmsamsideatuiin (Full Protocolonasyyindunwsangy wielvenls O 1
6.5 UsedRgidemdn Principal investigator’s CV GCP training [ 1
6.6 wuugeun/dunual/Jufintesa(Questionnaire/Interview form/CRF) O 1
6.7 hemg COl LLaznﬁ%’?J (Conflict of interest and funding form) 0 1




6.8 JuUszunal (Budget) [ 1
6.9 lassmsideatude Wunwlne anuenldamsiiu s wih - O 1
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Submission form for Ethical Review

Please fill in this form and provide necessary documents that apply.

Part 1: (Protocol identification)
Request for ethical review: O Exemption or O Expedited Review, [ Full Board (Please specify the
criteria for expedited review if applicable: ............ )
Project Number: EC_KMITL / Research Project Code (if applicable):
1.1 Protocol title (Thai):
1.2 Protocol title (English):
1.3 Sponsor/Source of funding
Ll Government v I NTcTo T
L1 Private SECOr v (I QA C
1.4 Sponsor Contact Information (Thailand):
PRONE: e FaX: oo EMails oo
1.5 Is this research project part of a thesis/dissertation?
[ ves L No
Part 2: Investigator Information (Please attach Document 6.4)
2.1 Name of principal investigator:
2.2 Degree/specialty:
2.3 Institutional affiliation:
2.4 Investigators contact phone/fax (Thailand):
PRONE: <o FaX: e EMails oo,




2.5

How many other research projects are still open under your responsibility?

2.6

How many co-investigators and research staff do you have for this project?

Part 3: Research Protocol

31

Research Design: (Select all that apply)

[Basic science research

[l Descriptive/qualitative

[case-control [l Laboratory experiment

DAppUed research L1 rD

L] Bioequivalent [ cohort

L] Survey
DDiagnostic test
[ Clinical trial

L] other (specify)

3.2

Methods involved the followings (Select all that apply)

ODoo0o0doooooooad

Questionnaire/interview/diary
Specimen/sample collection
Records/document extraction

In vitro diagnostic devices

In vivo diagnostic devices

Medical devices

Drugs

Behavioural/psychological intervention
Embryonic stem cell/genetic material
Radiation/isotope

Tissue/organ transplant
Procedures/operation

Other (SPeCify).....ccovvrernrireisrrireins

3.3

Expected duration of the project:

3.4

Investigation site:

O
O
O

Single Site
National Multi-Site/Multi-Center

International Multi-Site/Multi-Center




3.5 Has this protocol been reviewed by another ethics committee prior to this submission?
[ Yes  No
3.6 Has this protocol been registered according to clinical trial registration?

[ Yes  (Dlease SPECIY): wovvverroooeoeeeeeseoceeeeeeceeeeseseeee oo
[ No

Part 4: Subjects and recruitment

4.1

Does this protocol include the following subjects? tick all that apply
No data obtained directly from human

Prisoners

Pregnant women

Mentally ill subjects

Cancer or terminally ill subjects
Neonates/infants/children, aged <18
HIV/AIDS

Institutionalized e.g. orphanage

Iiterate subjects or Minorities e.g. hilltribes

Subordinate e.g. students, employees, soldiers

Ooooooonondad

4.2

Methods used to recruit subjects

No data obtained directly from human
Personal contact at outpatient clinic /inpatient
Personal contact at ER or ICU

Personal contact in community

Contact via telephone or post

Advertising e.g. poster, flyers, mass media (website included)

OoO00000and

Other, SPeCify .o

4.3

Person obtaining informed consent

] No informed consent applied

[l Principal/Co-Investigators

] Research staff

] Other, Please SPECIY ...t

4.4

Expected number of SUDJECES ...




4.5 Subject payment/incentives
L Provided (SPECIY AELAILS): w....vovvroooeeeeee oo
L No

4.6 Compensation for injury / lost
L] ves (SPECHY AELAILS) ..
LI No

Part 5 : Study monitoring or DSMB, Data Safety Monitoring Board
L Yes L No
Part 6 : Document Checklist
No. Document Submitted | Checked
by Officer

6.1 Submission form ] 1

6.2 Full Research Protocol (English) [ 1

6.3 Principal Investigator’s CV (GCP Training)  [] 1

6.4 Subject Information Sheet and Consent Form ] 1

6.5 Questionnaire/Interview Form/CRF ] 1

6.6 Conflict of Interest and Funding Declaration  [] 1

6.7 Others (SPeCify): .o, ] 1

6.8 Investigator Brochure  [] 1

6.9 Thesis Approval Document from Advisor []

6.10 Recruitment Documents/Materials ]

6.11 Thai FDA Medical Device Approval Document  []

6.12 Certificate of Free Sale  []

6.13 Investigational Drug Certification  []

6.14 Drug Approval from Thai FDA  []

6.15 REC Approval Report from Other Committees  []




Part 7 : Conflict of Interest Declaration Form

Issues Yes No

7.1 Do you or your family have financial interest in or receive funding from the sponsor?

7.2 Do you hold executive/scientific positions in the sponsoring company?

7.3 Do you act as a consultant for the sponsoring company?

7.4 Have you influenced transactions with the sponsoring company?

7.5 Have you assigned any personnel to a project funded by the sponsor?

7.6 How many times have you received support from the sponsor in the past year for:

Attendance at conferences/meetings abroad: =~ 0 1 2 > 2
Attendance at conferences/meetings within the country: 0 1 2 > 2
Lectures for the staff of the sponsoring company: 0 1 2 > 2

RESEAICNEr'S SIGNATUIE. ...

Date..ccooeeeeeeee. /e, e

REC. NO. oo, /i
Please refer to the number above when contacting the Research and Innovation Administration Office, King
Mongkut's Institute of Technology Ladkrabang, Human Research Ethic Committee.

Phone number: 085-3820960, 086-8255420 Fax: 02-3298112 Email: human-ethics@kmitl.ac.th




AF 03-01

Submission form for Ethical Review

Please fill in this form and provide necessary documents that apply.

Part 1: (Protocol identification)
Request for ethical review: O Exemption or O Expedited Review, [ Full Board (Please specify the
criteria for expedited review if applicable: ............ )
Project Number: EC_KMITL / Research Project Code (if applicable):
1.1 Protocol title (Thai):
1.2 Protocol title (English):
1.3 Sponsor/Source of funding
Ll Government v I NTcTo T
L1 Private SECOr v (I QA C
1.4 Sponsor Contact Information (Thailand):
PRONE: e FaX: oo EMails oo
1.5 Is this research project part of a thesis/dissertation?
[ ves L No
Part 2: Investigator Information (Please attach Document 6.4)
2.1 Name of principal investigator:
2.2 Degree/specialty:
2.3 Institutional affiliation:
2.4 Investigators contact phone/fax (Thailand):
PRONE: <o FaX: e EMails oo,




2.5

How many other research projects are still open under your responsibility?

2.6

How many co-investigators and research staff do you have for this project?

Part 3: Research Protocol

31

Research Design: (Select all that apply)

[Basic science research

[l Descriptive/qualitative

[case-control [l Laboratory experiment

DAppUed research L1 rD

L] Bioequivalent [ cohort

L] Survey
DDiagnostic test
[ Clinical trial

L] other (specify)

3.2

Methods involved the followings (Select all that apply)

ODoo0o0doooooooad

Questionnaire/interview/diary
Specimen/sample collection
Records/document extraction

In vitro diagnostic devices

In vivo diagnostic devices

Medical devices

Drugs

Behavioural/psychological intervention
Embryonic stem cell/genetic material
Radiation/isotope

Tissue/organ transplant
Procedures/operation

Other (SPeCify).....ccovvrernrireisrrireins

3.3

Expected duration of the project:

3.4

Investigation site:

O
O
O

Single Site
National Multi-Site/Multi-Center

International Multi-Site/Multi-Center




3.5 Has this protocol been reviewed by another ethics committee prior to this submission?
[ Yes  No
3.6 Has this protocol been registered according to clinical trial registration?

[ Yes  (Dlease SPECIY): wovvverroooeoeeeeeseoceeeeeeceeeeseseeee oo
[ No

Part 4: Subjects and recruitment

4.1

Does this protocol include the following subjects? tick all that apply
No data obtained directly from human

Prisoners

Pregnant women

Mentally ill subjects

Cancer or terminally ill subjects
Neonates/infants/children, aged <18
HIV/AIDS

Institutionalized e.g. orphanage

Iiterate subjects or Minorities e.g. hilltribes

Subordinate e.g. students, employees, soldiers

Ooooooonondad

4.2

Methods used to recruit subjects

No data obtained directly from human
Personal contact at outpatient clinic /inpatient
Personal contact at ER or ICU

Personal contact in community

Contact via telephone or post

Advertising e.g. poster, flyers, mass media (website included)

OoO00000and

Other, SPeCify .o

4.3

Person obtaining informed consent

] No informed consent applied

[l Principal/Co-Investigators

] Research staff

] Other, Please SPECIY ...t

4.4

Expected number of SUDJECES ...




4.5 Subject payment/incentives
L Provided (SPECIY AELAILS): w....vovvroooeeeeee oo
L No

4.6 Compensation for injury / lost
L] ves (SPECHY AELAILS) ..
LI No

Part 5 : Study monitoring or DSMB, Data Safety Monitoring Board
L Yes L No
Part 6 : Document Checklist
No. Document Submitted | Checked
by Officer

6.1 Submission form ] 1

6.2 Full Research Protocol (English) [ 1

6.3 Principal Investigator’s CV (GCP Training)  [] 1

6.4 Subject Information Sheet and Consent Form ] 1

6.5 Questionnaire/Interview Form/CRF ] 1

6.6 Conflict of Interest and Funding Declaration  [] 1

6.7 Others (SPeCify): .o, ] 1

6.8 Investigator Brochure  [] 1

6.9 Thesis Approval Document from Advisor []

6.10 Recruitment Documents/Materials ]

6.11 Thai FDA Medical Device Approval Document  []

6.12 Certificate of Free Sale  []

6.13 Investigational Drug Certification  []

6.14 Drug Approval from Thai FDA  []

6.15 REC Approval Report from Other Committees  []




Part 7 : Conflict of Interest Declaration Form

Issues Yes No

7.1 Do you or your family have financial interest in or receive funding from the sponsor?

7.2 Do you hold executive/scientific positions in the sponsoring company?

7.3 Do you act as a consultant for the sponsoring company?

7.4 Have you influenced transactions with the sponsoring company?

7.5 Have you assigned any personnel to a project funded by the sponsor?

7.6 How many times have you received support from the sponsor in the past year for:

Attendance at conferences/meetings abroad: =~ 0 1 2 > 2
Attendance at conferences/meetings within the country: 0 1 2 > 2
Lectures for the staff of the sponsoring company: 0 1 2 > 2

RESEAICNEr'S SIGNATUIE. ...

Date..ccooeeeeeeee. /e, e

REC. NO. oo, /i
Please refer to the number above when contacting the Research and Innovation Administration Office, King
Mongkut's Institute of Technology Ladkrabang, Human Research Ethic Committee.

Phone number: 085-3820960, 086-8255420 Fax: 02-3298112 Email: human-ethics@kmitl.ac.th
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AF 03-01.2

1A$9319n15998 Protocol/Full proposal
Human Research Ethic Committee

King Mongkut’s Institue of Technolofy Ladkrabang

(This template is just an example, please adapt appropriately based on your research project)

a.Title of the study in Thai and English

2.

3.

English:
Principal Investigator Name

| Faculty Staff:

Position:

List name, affiliation and e-mail address of all sub-investigators/co-investigator and advisor

Telephone

Number

Name Position Affiliation E-mail address

Principle investigator

Sub-investigator/co-investigator

Introduction

a. Background and rationale

(Background: Provide briefly information in a general statement of problem area with a focus on a specific

research problem, introduce important terms related to your research, also include proper citation.)

(Rationale: Describe rationale or justification of your study. What research question(s) this activity is designed to

answer, also why you are undertaking this study and why this study is needed. Identifies a gap within that

literature that your research will attempt to address.)

b. Literature review

(It is an important showcase of your talents of understanding, interpretation, analysis, clarity of thought,

synthesis, and development of argument. It should be clear to the reader that you have up-to-date awareness

of the relevant work of others, and that the research question you are asking is relevant.)



4. Objective(s) of the study

(Describe your objective(s) or research goal(s) clearly and succinctly.

Main objective:

Specific objective(s):

5. Conceptual framework or flow of study

(Provide a complete description toward relationship between each variables of the study. You can draw diagram

showing any relationships or describe with complete information on your conceptual framework or study flow)

6. Research methodology

a. Study design

b. Location of the study/Trial site

c. Target population

(Provide a complete description of your target population in the study)

d. Research participants/Subjects

i. Inclusion criteria

ii. Exclusion criteria

iii. Discontinuation criteria
(i.e. research participant withdrawal, adverse outcome during participating the study, terminating investigational

product treatment/trial treatment)

e. Sample size calculation

(Provide brief description on how to calculate sample size with reference value.)

f. Variables of the study

- Dependent and independent variables

- Potential confounder variables



- Method(s) to minimize bias(es) during study

g. Study procedure(s)/stage(s)
(Draw a diagram showing steps in conducting your research. Diagram may start from informed consent process
from Head of Institution/ Hospital/ Community, recruiting your research participants (inclusion criteria), informed

consent process from participants and continue until data analysis.)

h. Study instrument(s) and outcome measurement(s)
(Specify your study instrument(s) of the study, validity and reliability of study instrument(s), including how to

measure each outcome.)

i. Data collection methodology

(Specify complete information on how to collect data, interview timing and frequency, etc.)

7. Statistical analysis
(Describe your statistical analysis by the nature of the data to be analyzed, explore the relation of the data to

the underlying population, etc.)

8. Process/method of invitation the participants to participate in the research, such as personal contact,
referral from other(s), brochure, and announcement, etc.
(Describe procedures and stages or step-by-step to invite your participants into the study such as written
consent, verbal consent or initial verbal consent followed by written consent later. If your study needs to
request by initial verbal consent, please specify the reason(s) for using this consent. Provide examples of the

flyers, advertising, announcements, etc., that you will use)

9. Procedure specifying for research participant withdrawal from the study
(Explain briefly information of procedure or step-by-step on how to withdraw subjects from the trial/
investigational product treatment?, the type and timing of the data to be collected for withdrawn subjects,
whether the withdrawn subjects are replaced or not, and if so, how?, and the follow-up for subjects withdrawn

from investigational product treatment/trial treatment, etc.)

10. Ethical consideration
a. Possible risks/effects in the study, including preventive and alleviation measures
(Describe nature and degree of risks of possible injury, stress, discomforts, or invasion of privacy, and other side
effects from all study procedures, drugs and devices (standard and experimental), interviews and questionnaires
which may occur to the subject as a result of participating in the study. Describe the prevention and treatment,
medical care and other services to be provided to the study participants who may or may not be affected by
any complication. If the study is a multi-center, the “Independent Data Monitoring Committee” should be

provided to verify safety of research participants.)



b. Describe the process/system for assuring confidentiality and the privacy of the research

participants/communities

c. Benefits of the study for participants and the community/country including how findings of the
study use for strengthening community.

d. Clearly indicate person(s) responsible for payment for treatment of complications and adverse
effects

e. Compensation for research participant

"I Yes, please provide detail:

(Provide details how much, and how it will be delivered to the participants.)

"I No, please provide reasons: .

f. Does the study involve biological specimen collection? If yes, also explain how the investigator
manages the leftover specimen.

(If specimens will be kept after initial use, please specify the purpose for which they were stored. Provide the

duration of storage, and plan for discarding the specimens after use. Always ask permission from the research

participants to use their leftover specimens in writing.)

g. Research project with special ethical consideration (if applicable)

(For research project with special ethical consideration, investigator need to specify the reason(s) to approve
research methodology of the study. Please also specify the procedure and stage for preventive and alleviation

measures of the possible risk(s)/problem(s) to research participant during study.)

11. Limitation(s) and barrier(s) of the study (If applicable)

12. Time schedule of the study

mo. | mo. | mo. | mo. | mo. | mo. | mo. | mo. mo. mo. mo.
Activity
yr. yr. yr. yr. yr. yr. yr. yr. yr. yr. yr.

1. Proposal

submission for EC

2. Preparatory phase

3. Data collection




4. Data analysis

5. Manuscript writing

6. XXX

13. Budget detail of the study

| Funded by:

Budget amount:

|| Expecting funded from:

(State the name of the funding body and status of application)

Budget amount:

| Private fund
Budget amount:

(Provide complete budget by the table following each cost category of the studly)

Cost category

Cost

Salaries & Wages

Travel

Equipment

Chemical

Supplies

XXX

Grand total

14. References

Medical/biomedical/health science study - Vancouver style

Social study - APA style
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AF 03-05.2

Memorandum

DAtE: et
Subject: Notification of a Project Not Related to Human Research Ethics
To: Vice President for Research and Innovation

In reference to the research project submitted for consideration of human research
ethics by [Researcher’s Name] under the [Department/Organization Name], proposing the

research project titled “[Project Title],”

After screening and review by the committee, it has been concluded that the
research project does not fall under the scope of human research ethics consideration

DECAUSE ettt

There is no human-related data involved; therefore, obtaining certification for human

research ethics is not required.

This memorandum is submitted for your consideration and signature.

Chairperson
Human Research Ethics Committee

King Mongkut's Institute of Technology Ladkrabang
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AF 03-05.3
Acknowledgment/Confirmation Form

Research Projects Not Subject to Human Research Ethics

Affiliated With ...
Research Project Title: ..o
The research project does not fall under the scope of human research ethics due to

the following reasons:
O The research project does not qualify as involving human research ethics.

O The research project collects data online and does not involve personal

information.

O The research project collects data from publicly available documents.

The researcher certifies that if there are any modifications, alterations, or additions to the
research proposal submitted as of ..o (per attached document 1), this
document will no longer be binding. The researcher will take full responsibility for any

damages that may occur.



AF 03-06

LHUEIIA$9519N11538MUISUNISRAITAN BUUVDENLIY

YUIENG S582187NTTUNITRRITN 7 Turinig dusauslasulena)saInszuy e-office ATUHIY

:qm 3uiinvau LNESUTENDUMTNANTUY/MINATAUNIATINITIAY
YunBY
1 Aivdadewiussu e office 1. AF- 03 -01
wuUEuve3UMIRIINTSEsTIINTIAY
2. AF- 03 -01.1 / AF- 03 -01.2
1A5939Ms3Ie (Mwlne) Aeses1an153de (Mwdingw)
3. AF - 04 -03
WUUUSZTUNMSIUMIULUUBNEIUNIS RIS
4. AF - 04 -04
enanstayaresuedmIudid1sulasiniside
5. AF - 04 -05
onanskansnuduseuiisnlulasansivy
6. AF 02-01
UseTRiTouasdnidendouonmsiiuniseusumdnaiesssunsideluywdi
livuneny
7. wnansdu g Miertessadeuididovessilasnsiss Wy wuuaouay Wy
Useiliu
2 Wnthildwinauanznssunsaiesssunideluged | nsdiifnsanenasiiduligniesasuio dmiiie ssudsnduludedite s
FulenanswazA iU TNTULENAITAINE IR MasrUU e-office szazadiiunsudlumelu 3 fu dufusldsuuds
gAY ATUNIU
3 Wmthildinanueugnssunsaiesssunsidelusnsd nsdififansanwdaLenans gnfes ATURIY
tauagguIeN1sEtnUIMINUITBLas L IRNTIULAZUIINT
U5 UazUINNTIY WTNIINSUNTIU
4 UTE5IUANENIINNTY T9150NANN ileiduaaniznssuns | ssoznailumsinnsanusudulasnis 7 Suvhms dudsuduszsiunaenssunmsa aq
f1unn 1 au definnsandsudulasenside uluszuu e - office
5 ANENIINNNTUSEEIY dawan1siansanlasssemsiae | nan1siansanlasesnen1side wuseendu 2 nsd de nsdiuses wie nsdl
Usuusaudly iteuses
5.1 HAN13NIANLATIIINNTITY n3dlsuTes 5.1.1 Wnthiidwinauaanssunsedesssunsideluaysdudsszsumsiuna

MIRTUIRINET) Liveeenienansviidesuseseenienatsvideiuses dlasu
MIENINNISUTBINUISESITUNTITeluLYEE AF - 04 -10
512  @wthiddnnuauenssunisasesssumyideluuyed  Ussriunsiens

o

nualnuatesTIunHdeluywdlag funiiusesasuuynnihvesienans

2

(=13

AL INTINMTIdY  waslenarsluBugenwasionasduineItesriu

U

o

anenains 91w 1 9a (enansiliifedesidiuniieluldiveaaiing)




a1y

JunDU

Yo

Kiulnvau

1NE15UTZNBUNNTRNTAUY/NTSNANTUNTATINTGINY

5.2

NAN1SRTUNATISIINTINE

nsglusuUgudile iesuses

521 Wwihfidwinnusgnssunisaiesssumsdslunyedudmansionsan
Sanamludeide Tidndunsutlonely 5 fu Tuusiuildsumsudamanis
AT

5.2.2 tnidedalasisnnside @iuuildiulsy) dwssuudlnnsednd (e
mail) vesidimiiiidinauangnssunsssessaunAfeluuywd

5.2.3 Winthildinnuanznssunisalesssunideluingsd didasiemside
@iuuilaviuls)  Wituaaenssunsuseliuinnsaniusedlasimsidedngn
melu 3 fulfusausdldsuienans

5.2.4 Usesuaninssuniseanienaisviiideiuses Mlasumseniiumssuses
AuasesssuNTITelunywd AF - 04 -10

525 @wihfidwinnuengnssuniseiesssunAdelunyed  Ussiumsiens

o

FoydnualiuatesssumIdelunywduas Junnsusesasuuynmiwesionans

>
= v

ayaTuAinTINMSIT  waslenansluBugennazienansdunetesiy

(=43

ganadins 9 1 9a (enansiiidedewhduuielldiuenaading




AF 03-07

RAURALAT93190153 T8 M5 UNITNINTUN UL

VUG TELIAINTINNIINITA 10 TurInTs dudulasuena)79Inszuy e-office ATUGIY

:nmu g3uiinvau 1@NaA15UTENDUNTAANTAY N1TIHNTAULATINTSITY
Yunay
1 AdudaFesinuszun e- office 1. AF- 03 -01
wuuBuvesumsiansanaiesssunside
2. AF- 03 -01.1 / AF- 03 -01.2
159319115398 (wlne) AAs9519m 33 (Nwdange)
3. AF - 04 -03
WUUUTEEUN SIUMIULUUENL NN SRR SN
4. AF - 04 -04
tenansteyamesuisdmiugidniaululasiniside A
5. AF - 04 -05
nansuansmuBugeuiinTlulas iy
6. AF — 04 -06
wnasuaninuBugeudisilulasinsidvdmiuiununtaainsin
7. AF - 04 -07
enansuansmuBugeniTlulasimAfedmivdunulaeveusssw/unases
8. AF - 04 -08
wnansTuIaTIARaILBusI N edmsudineny 7 -12 T
8. AF - 04 -09
vifsdeuaninnudugoumslildamomsinuuazisemmansunmd
9. AF 02-01
UstiRiidonazisnide  wdouenansiiuniseusumdnaiesssunsideluyudi
Laiviuneny
10. lonansdu g MAerdosszifeuisituveslasinsdse Wy wuuasuay wuy
Usgiilu
2 Wnthilddnanuanenssunsa3esssunis nsdiffiosantenansiituliigniesasudou Wmehilm asudenduludaise i
AWeluuywd Suenansuazdudumsinnsan | n9spuy e-office svepnadniunisuilomelu 3 fu dudausdldzuuds
LONANIRINGIT6IY gneies ATURIU
3 Wnthildinanuanenssunsa3esssunis nsdiffionsanudatenans gndes Asuf
Weluwdiauegsruiensdinuims
MATUALUIANTIN WagguImIuimsnuidy
uazuinnssy Rasanasuuiunsu
4 Usesuamznssums finsanasn e | sternalunsinsanyssdulassansise 10 fuhms fudusisesiuny
ANENIIINS $119U 2 AY WleRasanUszdliy | nssunise asunalussuu e - office
15Ty
5 AnNIUNSUsElil daman1sinnsainlasesn | AaznssunisUsadiu dwanisinnsanlasesnemside wseendu 3 nsdl fe

19398

- N30I5UTRY WSO
- nsdlvfulsuAluiiosuses wie

- nsghdudinsanluiivssyunnenssuns




a1nu

JUNDU

o

gSuiinvau

na1sUsENaUNNTRANTAY/ NM15RANTaUNlATINNSIRY

5.1

NANISNIITUNATITNNSINY NTRSUTES

AENssUNsUsTEiu 2 au SmnuAndunssiulisusedassnmsise dad
svznantumsiiiunsfiansanlasisns msive liiu 10 Fuvins Sudaus
USEEIUANZNTTUNITAIUIN ENLONENTHIUIZUY e-office

5.1.1 Lﬁmﬁwﬁﬁﬁﬁmmﬂmsﬂiimmsﬁasssuﬂ1siﬁﬂiuwwélﬁwszmwswma
msfiasandanan Wesenenasvilsdesusesesnienarsniiidosuses uuus
AF - 04 -11

5.1.2 Wwithildianuamznssunisalesssumaideluingsd Ussiuasens

) i3

nualnusesTIuMTIdelunyuduaz Junniusesasuunnviivesenansteys

2

o
a v

AN TINNTITY wastenansluBugeuuasienansdulineItesivenanading

N va o

T 1 ya (enasifidesewhdnunieluldivenaadag)

Y

5.2

N \ v )
NAN13NA1TUILATISNTINY ﬂim"di"u"d?\‘i

wily Wesuses

aznssunsliudlalasesamsifoudrdnduliruznssumsiaisansnads
5.2.1 Wvihidihanuragnssumssesssunsideluaywdudmanisiionsan
fanamlugagise Iisdunisudlonely 7 fu vionelu 3 Weu dudeuslésy
LN sHIUTEUY e-office

5.2.2 dnidvadlase31an133dy @Juuileusuus) MussuuBidnnsedng (e-mail)
v mihfidinnuanynssunsatessIuM A felunyed

5.2.3 Wwithildianuamznssunsstesssumaidsluiged didasedenmside
(aduuiluuiulse) Wiiuauenssunsussdiuiiansansusedasinsideding 1
melu 5 Yurhms usaudldsuenas

5.2.4 UszsunniznIsunIseanienalsniiidosuses wuuls AF - 04 -11

5.2.5 W withildinnuamznssunissiesssunmaideluinged Ussiuasens

o

FrydnualnuatessiumITelunyeduar Junnsusesasuuynmiesenansteya

v

U135 wazienansluBugen (wastenansduiineltesiu

Do

g1anaiing 91w 1 9 (enansiliifedenidwunieluldiveraasding)

53

NANISATAULATITNNNTITEATRULN

farsanlunussyuAnenITuNIgY

5.3.1 Wmiiidinnuangnssunsatessaundsluiywdagilasiniside
fanan Lauefinnsantuiissyunaiznssuns Tuseunsussyuialy

5.3.2 tavynisaaiznssuns udduiivszyunaznssunis definnsanlasisis
ydiandn?

5.3.3 Wmhiiddnauangnisunisaiesssunsideluuyedudananisfiansn
Tasasnenside inddensiumsszuuBidnvseting (e-office)

5.3.4 1n3dudalase519n15398 @Tuudlouiudge) uszuudidnnsedng (e-
mail) Mol 7 Ju wdemely 3 ou dukeusldSunanisiansanlasinnside
F9NE7

5.3.4 mihfidinnuangnssunisesesssunideluayed didassseniside
@Uuuiluusuug) Mituauznssumsusedfiufiansaniusedlasinsidedainan
aelu 5 fuims dudusdldsuenans

5.3.5 UsgoumamznssunseenienaIsvilvdeuses wuuiss AF - 04 -11

5.3.6 Wi ddnnuanznssunisesesssunsideluuywd Ussiunsiens

¥ o

anualwasesTIuM T lunywduag Junnsusesasuuynutvesenalstoya

AUITINNTITe waztenansluBubey uazienansduiieitosiueraadag

o

Fuu 1 90 (enansifidedewhdwuiielldiueaaidng




AF 03-08

1Y Y o a

unuialA39319n15398 T UM siansan wuuiiugn

YNNG S58249979INTUNITNDITA 14 Turiing nouauaid sy s dudauslasuenaIs9Inszuy e-office ATUGIY

:mv Suiinvau 1BNE1FUTENBUMTNATUY/MINATUNNATINTIY
Yunau
1 Aivdadoninszuy e-office 1. AF- 03 -01
wuuBuvesumsinnsanaiesssunside
2. AF- 03 -01.1 / AF- 03 -01.2
1A39519N195398 (nwlne) Apse519n938e (nwdangw)
3. AF - 04 -03
LUUUTZEILN SUNIUUUUENL USRI
4. AF - 04 -04
wnasfeyaresuisdmiugidriiululasiniside
5. AF - 04 -05
naswansruBugetiTlulasnside
6. AF — 04 -06
wnansuansmuBusemdisululasinsidedmsudunuetanadasiin
7. AF - 04 -07
nasuansrnuBugethilulasinmsidedmiuiunulaeveusssw/funases
8.7-12 T AF - 04 -08
lenansTutarLananBusos N Sedmiuidiney
8. AF - 04 -09
vifsdeuaninnuBugoumslildemfomsininazisemansunnd
9. AF 02-01
UseRiATeuazisuidondouenansinuniseusumanaiosssunsidelusywdilsi
VR8I
10. onasdu q MAsdessuideuisituvesnlasinsdse wu wuuaeunm wuuUsudiu
2 Wthildwinauauenssunsaiesssy | nsdififansanenansiisuligndesasuio mihis ssudandulugside sumaszuy
mdelunyudSulenatsuazaniung e-office szpzamdndumsudlunelu 3 fu fufusldsuuds
AT NBNAIAINA1ITIFU QneiBs
ATUNIU
3 Wnthildwinauanenssumsalesssy | nsdifiiansanudienans gnaes asudou
n3deluaywd lauedenuenisdin
UImsnuideuasuinnssy wasuims
UIMTATILarUIANTTN ANTUAL
Funsu
4 Usyouanznsumst insanasu e | sseznarlumsiisnsandssdiulasans 14 Suhnis deuwauaitniiuszey tusud
lAUBAAIENTINNT 1UIU 3 AY Lile UszauamznIsuns asunaluseuy e-office
MsaUsziliulasesansidey
5 Wwthiln wisafionsanlasesnenudds | dnideddasesnamside @iuudlouiulse dussuudidnnseling (e-mail)
H1Us¥UU e-office melu 7 Yu videnelu 3 ieu dudusldsunanisinnsanlassiansidedingn




anu

JuUnDU

19

H3uiinvau

1NE15UTZNaUNNTRINTAUY/NSNANTUNTATINTGINY

AENIINNNSUSEAY dINan1sRaITUN
1054379115398 wasid i asuna

AsUNvBINTIUNMILNeLEaU N IUTEYY

AuEnIIINSAHaNIsAasanlAss1NiTe szeza 14 uhns wasdmehii
aUNafINsNveINsIINS WelauslinfiusyyuanznsTINT

wuseeanidu 3 nsdl fie

- NTAITUTRY W30

- nadiuiuusufluiiesuses vide

- nsdivsuUsauAluitedu farsanl

v v o v a aa v va o '
L‘\]’Wi‘u’]‘ﬂLL‘NNaﬂ?i‘Wﬁ]’ﬁi‘LﬂLLﬁszWﬂi%ﬂMiMQ'ﬁﬂ‘ﬂi’m WIUIEUU e-office

6.1

NAN1SATUNNATISINITINY NTEISUTES

AuznTTINIUsTduh 3 Ay dewdadiunssiulitusedasiienside deszenanilu
mssdunmsinsantassanside L 14 Suhms dufusiusssuamznssunmsag
UM ABNANTHIUTEUY e—office

5.1.1 thilddhaunugnssunsssesssunisidelusyud agunanisiansan
Tassms33s uazuiiUszauAsznssums uazudaUsesunsiunanisiansandsnann e
ponenasvtivdesusaseanienasutlideiuses wuuisd AF - 04 -11

5.1.2 Winthiidhauaugnssunstsesssundelunywd Ussiunsonsdydnualonu
sussaumaIfelunyuduas Tuiiisusesasuunnuiiesenaseyadfuasidrsmnis
380 uazionansludugonuazienasduiiintesivenanains S1uou 1 4n (vonansil

o

Yaw ¥ o o < 139 o
Riedevihdnunieluldivenaading)

6.2

NAN1SATUNNATISINITINE Nel

Usudsaudle iesuses

AosznssumMsliuilelasesamsideuddandulvinaenssunisinnsansnass

5.2.1 wthilddhaunugnssunsssesssunisidelusyud agunanisiansan
Tassns38s uazaiUszauasznssums uazudemanisiansandananludefide 1
siumaudlunelu 7 fu viemelu 3 ifou dudeudlifuienaiskiuszuy e-office
5.2.2 In9edalaseseimsive @iuuilousuus) dussuudidnvseiind (e-mail) ves
Wnthitdtnanunugnssunmastesssumsiselusyd

5.2 3 mihildihaunmznssunsasesssumsidsluiged didaseinside @du
wilvusuusa) Wituraznssumsuszfiuinnsaniusedlasamsidessnannelu 7 fui
ns duiudldfuenasasuiau

5.2.4 UszsunniznIsunisesnenansuilideduses wuuis AF - 04 -11

5.2.5 i mihiidhaunmznssunsasesssunsiselusywd Ussiunsensdydnualnu

ey TIglunysduar Tunfniusesasuunuthvesenarsteyamanasgidnsiums

3

e wazienansludugen (Wavionasduifeidesivananadng 9w 1 ¥ (enasil

o v o o o Yo o
ypsihduielUldiuanaadas)

“Sh

6.2

NANISHATUNATITNNITINE AT

Uuusaudluiietu fersauiv

anugnasunsliudlalassunsiseudidsuinsalmidnagy

5.2.1 Wnthiidineueaenssunsedesssumsidelusyed agunanisiansan
Tassms38s uazaAfUszaunsznssums uazudamanisiansandananludefide T
sdumsudlunelu 7 Yu videmelu 3 ifou duiudliuenasiszuy e-office
5.2.2 in3dvddlassineiniide @iuudlyuiuug) iussuudidnnsednd (e-office) Lo

guveiusesvtusssumITelunyudinidnass




AF 03-03

UUNNUDAINY
TAU GGV oo, TNTEN e T I
T e T

1399 Liwansiasalossiulasinsiditieiiovefiansanasesssunideluuyed wuveniuisyia

YA S9ALATINTT EC_KMITL _YY 000

va o

L I ViUl o i L OO G212

kY

a1 v tnguanelasansideievesun1siansanasesssunsidslunyed Y o

Fonrwdangu ( ) 5%alA39n15 EC_KMITL_YY 000 Ui suufAenIsun1g

Yol NLLAUAITIINITAWDNAITHUU (HONENTTLIITIIALLDIANTITALY)

FuFgunnTwkazAunsualunseauiurlalaludmudly wazseuseazidenduiunly
Tuenanshuu (BNaNsTLIITILALBEANITLALY) I98ANaNETNIMUALANIISEUU e-office Y3 M4 E-mail

human-ethics@kmitlac.th AneluTun 3908l 3 LHaUNAIINEASUNITHIING TINWUAIN

Muunhadnenssun1saziavinullussasrazuasunisiasasaly

Use51UAMENTIINNTITETIUMTITe Ty

Uszdrandumalulagnszasuinadinummsainnsy U



AF 04-01
WuUNesUMIRTUINUMILLasIIENelATIT 1IN TIREdmTunTIUNTT fnumulasanisiy

wUUWBsUNISAISANAENITUN15AsEsTsHEUNIUIATINTIRY (Tuiiussguiuyn)

Holasans (lne)

NUNBLEULATINIG. (English)
YorITunan
il ki)l
AME / N1ATU
PonIsuNTEUTHIIY
A | NA | A= appropriate,
v da I= Inappropriate,
UTEAUNNIITAUN .
NA=Not applicable “i18A21171
Lineadesnsalided
— e 115911 Clinical Trials Pl a4l
AMAUUAVDIEIY
GCP Training
ABA AIUTEIYVEY
WiURnINI5RUTH GCP
Declare COI
Uszifiulasenis (Protocol) AL/ ToLauauuL

1. AAYBIUITY (Research value / merit)

2. mmgmﬁamazﬁmamamawm’i%’a (Research validity)

2.1 vanmsuaziueka (Rationale)

2.2 nsoenuuuLaysziieuisivea(Appropriate design and

Methodology)

2.3 YuIANauMBLg (Sample size)

2.4 MTIATIEINSEDA (Statistical analysis)

3. nunAan/Aanaan (Inclusion/ exclusion criteria)

3.1 higeduindenateefisssu (Assure fair selection)

3.2 @W150MUAIAINITY (Answer research question)

3.3 Weteaiungudss (Concern about risk group)

e PR IR (%= [ 1o K RN )

5. USETEUU (USE OUIABLAT oo )

6. ANUUTIZUN (Vulnerability
TEUUTEIN s

ﬂ’J']lILVJJ’]%?I@J“U@Jﬂ']iﬁﬂiﬂ’]IUﬂfjiJL‘Uﬁ’]gUNﬁ




7. Wiumsshwenuuasade (Additional safeguard)

7.1 mMsuananalnsiuungay (Appropriate recruitment)

7.2 NTUIUNITVOAIUDULBUBEIUNEINE

(Adequate informed consent process)

7.3 fimssnwnufisensu (Acceptable treatment available)

8. VOMNAINITAIRIDYNTININ/VBRNAINITVIIVEN1IAATNA
(MTA/CTA (Material Transfer Agreement/Clinical Trial

Agreement)

UsLLAuNNaITan

NA

A= appropriate,
I= Inappropriate,
NA=Not applicable #u18A213171

Tineadawnsalidasii

nslinnususaulagldsudeya daudsenauvasianars (ICH GCP 4.8.10)

< v
AMULAU/VBLEUDLLUL

1. enasdeyarduas/asuredmivanaiadiasiidisiuniside

1.1 $M791509N9gyNNN5Ie

1.2 pwNlggntadng

1.3 fdemnuszyindunuide

L4 wranioraadaslasudglidhsalulasniside

1.5 Jnquszadvadlaseinsidy

1.6 PuruEadAsnsnlulAsINIvY

1.7 Feaufiun1sinaguiRsediins i

U

1.8 svpznanfenaainsusaraulzdoseglulasinisidy

1.9 #auselevunAIninagintuaInNIsITunea@dlAstagns

way/viseusgloviseyuyy / daw / inauilvl

1.10 anudss anyldauie vseanuldaznin Aenainduwn

1anasins tlunssululasenisise

1.11 yadennisnszuiunissnedus lunsafienanadaslaig

2ululasan1sIvey

1.12 mshaduyareatiunie n1sideal adnuliazain Ty
aune wazsrelendsluannnisnenaiadnsiinsinnisiae Isnisliiay

RRIN

1.13 AISLNNSSAYINEIUIaN5aA1NLYe  LadANUEerense

JUNTYMANINNNITINY

114 wasdunuide wazandunsiulunisvinidy

1.15 ms3denmeiiugmanivgdeinisvennusugenuazinisli

AUINYLNYINU genetic counseling

1.16 A1SURLAUMBENMWABINNTITY waLSEuLIAMLAULND
Asasraidinluauias viawianisanwludlusuian Asalinisue
ANUdugaLLiaLAUf e 19IwED win1siddIegstiuardas BulSeali

AMZNTIUNITINAITAN




1.17 yamauagyineavlngdn fansafaselanaen 24 4alug

lunsalteranadasiinmanisaldulineUseasd

1.18 vianeaulnsdnndinauanugnIsun1IIiaTNIRtes TN (mninsufiRnldidulumudeyalu
M3 Neanadasanunsofnsensaliveseusey eNaNYIUaNINISesUla..)
1.19 fenansdeya atuiivanzdmsuineny 7-12 T (dn1wd1eq dwsunnitazsidilale)

2. MFUENLINUNBULBNTNSIUN15IRY (Consent form)

a

2.1 fdeau “eranadasiidaseNasuias wsenaumian
lassmsideleladls leglifinalag denisshuineruiaieisaglasu

N = ”
MUNIFIU iTegadenaUslevilng

2.2 veUlaNsinwIALauYeseayafgiuataadnas

2.3 ANUWINZaNYeINTTasNNlAgliTINNTIRY Lag/vIe Hunuy

Tnggaumengvung

2.4 AMUMNIZANTDINTHAAIANEULBNVRILINTINNTITeN

au1s0eukazteule

2.5 ANUNNNZENVINTTUB assent LazN13a3uUnd

(hne1y7-18 V)

nssnaula: Ussnnaanudes/uselevi (Decision: Risk/Benefit Category)

av o a v Y] N = < v . . .. .
L] msideiiesdesiuanuiasaiisadniios (Research involving not greater than minimal risk.)

L] msideiiesdesiuanuidesnnninuniuslduansdalseleviseaaatinsinensidusuian (Research involving greater than

minimal risk but presenting the prospect of direct benefit to the individual subjects)

av A a v o N ] a M v = 6 o ' & vl ° P
L] msdeiiieadesiuanudeunnninunivazliliuansdassloviddonaadasinensduouan ualirnuduldldiazihnngg
WeriusesruRalsnivienvvedlsavesoaadasluldiuitieaudugle (Research involving greater than minimal risk and
no prospect of direct benefit to individual subjects, but likely to yield generalizable  knowledge about the subject’s

disorder or condition)

agunansaITan 1 Susedlagldsoaudly deseauanuinmi
[ 2 Susewdaudloudn L1 90 3 iiteu
3 ulawdrdufnsanlsl L vn 6 vilou
(1 4 'lsifusos [] dugannside vielaiiu 1 9




AF 04-02

WUUNBIUNMINATUNTAENTTUNNTDIEFITNGNUNIUTATINGITY (WUULS?)

$18LaULATINNS. Yolassng (lne)
......................... (English)
YarIduunan
YorAenan
ALY / A1A

FonIsun1IEUTHIEY

IANILAUIINITAIITUIUULSY VD eerereereeeeerseressreeseenens (mauldu1nnin 1 99)

Uiiﬂﬂﬂﬁ@ﬂtﬁmﬁ'UIﬂiximﬁ«’:f& (Descriptive summary of the protocol) :

NA

A=appropriate,

I= Inappropriate,

Uszihuiinansan .
NA=Not applicable #u18A21U21
Livneadesvsalifodl

AMANURYIRITY 13911 Clinical Trials PI #2493l GCP

ADA ANUTEIYVEY

o

URIN1TOUTH GCP

Declare COI

Uszdiulasenis (Protocol)

< v
AMULAU/UBLEUDLLUY

1. AuA1Y899°WIY (Research value / merit)

2. mmgmﬁamazﬁmamamawm’i%’ﬂ (Research validity)

2.1 vanmsuaziveka (Rationale)

2.2 nsoenuuuuaysziieuidiva(Appropriate design and
Methodology)

2.3 wengufee1e (Sample size)

2.4 MTUATIEANGEDR (Statistical analysis)

3. inunaan/Anaan (Inclusion/ exclusion criteria)

3.1 higeduindenateefisssu (Assure fair selection)

3.2 @WN50RMUAIAINITY (Answer research question)

3.3 AgIvesiungudess (Concern about risk group)

4. ANIEES (MHIIIDLAT oo )

5. UTELEUU (USE BB AT oo )

6. AUUTIZUN (Vulnerability  S¥YUTEMA.ccoovvoocccccccccccs




ANUMIIzaNTRINTSAnwlunguUT w1l

7. Wiuns$nwanuuasadte (Additional safeguard)

7.1 mIsfuoaadAsiiinzay (Appropriate recruitment)

7.2 NITUIUNITVOAIUTUYDUDEIUNEIND

(Adequate informed consent process)

7.3 finssnwiuiiveusu (Acceptable treatment available)

8. VBMNAINITANRIDYITININ/VBRNAINITVINIVEN1IAATEN

(MTA/CTA (Material Transfer Agreement/Clinical Trial Agreement)

nslirnudugaulasldsudaya diudsznauvasiensns (ICH GCP 4.8.10)

< v
AMULAU/UBLEUDLLUY

1. ena1sdayafduay/asunedmivanaataiidisiunisidy

1.1 M99159aM8yNNN5IY

1.2 awalgntadng

1.3 ffepuszyindunmidy

1.4 wiswanionanadnslasudglidisululasniside

1.5 dnguszasdvedlasamside

1.6 uueaadasniinlulasinsivy

ad o a N Aaval Y Y 1 awv
1.7 'Jﬁ@"]Luuﬂ’]i‘ﬂﬁ]%ﬂ{]‘Uff](ﬂ@QL“UW?'J@J']‘\]EJ

1.8 svpznanfienanainsusiavauizdoteglulasiniside

1.9 WauselerunaIninaginduaInnIsI3eMae1d@dtiaslaensa

way/viseusgloviseyuyy / dau / inauilvl

1.10 anwdss anylidauie vseanuliazain AenauiaTuwn

1anasins tlunsinsnlulasanisise

1.11 madenusenszuiun1sinwdu q lunsdieraradasluig

JalulAsIN153de

1.12 Mstduraeaiunie n1sdenan anulidazain luaune

warselandaluannnisienatatnsingiunisive Isnstiwasiianiil

1.13 MSHINISSNEINYIUIaN3A1TALYY LiaTiANULdeNNens D

JUNTYMANINNNITINY

114 wnasdunuide wazandunsiulunisviiidy

1.15 n1s3demeiugaansazresiinisveninudugenuaziinsii

AUTNYLNYINU genetic counseling

2 W oA A a v A2 A
1.16 N15VBLNUAIDYNVILNRADANNNTTIVY AL ILYLLIAATNAULNDNNT
asrauAnlusuan wsBien1sAnw IdluauIAn faslin1sueaIy
SugauLiaLAUMed19inds win1sldseg19duazfas dutsasln

AENITUNNITISYSITUNITAUN

1.17 yapawagmneaulngdwi fauisofndelanasn 24 4309

TunsdinenanadinsinmanisalduldnsUssasd

1.18 mnul@lnIANNaIINIUAMENTINAITRITAISEETINAT

9y NenanasinsansnsafnrensalUeS RS sU

(mnfinsuianluiiluldmudeyalu

] v A v
LDNEIINIUAIUITNTIDY LiEJ‘LllWVI....)

1.19 fenansteya atuivanzdmsuaneny 7-12 U

(dnwni1ee dwmsudnfiavidnlale)




Y

2. MNFUENLANUIEULBNLYNSINN15IR8 (Consent form)

a

2.1 fideau “tmwinidasenzufias venaudiannlasanisive
- @ v 1 i o o P2y
dielanla Teglifinale 9 sensdnvmervianesazlasumuuinsgiu

segadonauszlonila 97

2.2 maumemﬁnmmmé’waﬁaaﬂalﬁmﬁ’ummaﬁﬂi

2.3 ANUWINEaNYRIN1TANUNlALELU19INNNTITY war/v3e Hunu

lnggaumengvung

2.4 ANUMINEANYBINTUANIAINB BN LT3N TITY

Pldanunsasukasdauls

2.5 AUMNITANYBINITVD assent LarNITaUIY (Winene7-18 U)

nsenaula: Ussnnaanudes/uselevi (Decision: Risk/Benefit Category)

L msddemfendestuanudsadisadntios (Research involving not greater than minimal risk.)

L] msideiiesdesiuanuidssnnninuniuslduandalseleviseaaatinsliaensidusuian (Research involving greater

than minimal risk but presenting the prospect of direct benefit to the individual subjects)

L ms3deiierdesiuanuidssnnninunivasiliuanstalsylonisenanadnsinonsdusuian wiliaadululdnazi
AnusiNeIiuisasuRaUsnAvsenIzvedlsaveteraalasluldiudUisaudugle (Research involving greater than minimal
risk and no prospect of direct benefit to individual subjects, but likely to yield generalizable  knowledge about the

subject’s disorder or condition)

agUkanIai9Ian [T 1 Susedlaglidnandle desngauanuinmii
[ 2 Susewdwunlowds L1 90 3 iiteu
[ 3 udloudrdufinnselval L1 0 6 iiteu
[T 4 hifuses [ Auannside vidoliiAu 1 9

Farauauuz/Auusiiliuiuuaniotuas (nganuenidu 4 da ldund Protocol, Information Sheet, Consent Form, Others

\u CRF, poster, Questionnaire, ainantuiinUsednTu “a)

Protocol

Information Sheet

Consent Form

Other

NTTUNTHUTERUAIUIM e

o

FUNNAITUINUN I .




AF 04-03

AENTINNTITEFITUNTITE TuaIyue

anrtumalulagnszaaunddiaummsatanseds

S1BITUNTSNUNIURUVINLIUNITNITEUN

Exemption Review Report

nueaulasnNg | ¥alasanig ne)

(English) veeveeeeereeene.

Uiiﬂ’lﬂﬁ?ﬂiﬂﬂmﬁfﬁ'ﬂ (Descriptive summary of the protocol) :

Suggestion/Recommendation (§1) :



Qaneﬁ Exemption ATUNAT
NI LATITIIN1TIEAFINTALASUNITENLIUNIITAUNNINTUIRTYTIIUNTIVY

@ 59

1599190159 98Na1u5alA5UENLIUNITNA5ANRI8555UNN58 LA LA LATIS19N15IeNT an ez fesa Ul

1. yAdesiunmsine  Teedesdulasinisidefisndunsluaatunisinuniiladunisiusesnnsgiu  endesiy
nsTUIUNSSEUNMIaRuANUNAkarIdeevsmansnininsAnwauulouievesanty Wy 39en1sUsuisn1steassadld
v v o as Y & o .«:1 =~ .«:4 a a o o N S & a a < & o I
futnsey 980 Ml e1vvsSouiisunsuuy MseUseansnmvestinGeu Udn vistullusedulnisvianuiudaenisnis

aou MIUsziumangms MsUseiununnnsAng

2. nuAdeUszandisusafiunsAinwilusiiu cognitive, diagnostic, aptitude, achievement vuAdud1539AUARI

Turnie msdunmuwalniaihdunangfnssy uidsazlasueniiuiansandle

1
1

2.1 nsifuteyauazdeyaildliifdesvidousdisiiyana
2.2 fupounitouasnaildludumelioraades viioyaaaladosiulnuiienguazus videvhldeTonmaluendn
wihfinsany
23 iawAdefinandidunisiamnefunguyanamsisas vienguuanaimdsazldiunsdadeniiigiumis

NuUNgTeiUaIssE NdTetulddunsasuniseniiu

3. ATERahrannaeguduhmsieneilmiluamsnilaghidenlodtoyadiuyana 1wy Siaszvina
nsnsrtuilelamane3ine 10 U dounds s

0. yiAfeintudeqadnlagliideimngded lukesfcing vieruiteilisessgainiluenldaindeds
ayalngliifoslesivtoyadiuyana

5. uAfedeinnsAnuly Commerdially available cell lines. Tusfpsuftnas

6. 9ATusu uleuie gsmans Aldunounnelidiiunismuaaiureunareyifanaaidu e
wansnuuvnslul USudeussdng waunssuuendiiiussansam snsedusnnsguiugaina tnslinssnudoyadiuyana
wazlidnsiangmune

7. AdeiRnfusand aunmvesemsuazanufiswelavesifuslaaluaimsiy Tagemsiiumaaoudes

Uaensie uagliunsgiunudemvuavesdinauamenIsunITemsuaze

8. 91891UEURe (case report) 31845187



Research protocols that

can be exempted from ethical review of the REC are mandatorily required to be under the following criteria:

1. Education researches that are conducted in accredited educational institutes and related to regular
processes of education, and studies of new strategies in education administration according to the policy of the
institutions, e.g., researches on adjustment of teaching methods for school and university students of the entire class
which may be done through comparison of scores or a study of efficiency of school and university students of the
entire class in particular subject regarding the teaching method of the syllabus that has been adjusted, for syllabus
evaluation or assurance of educational quality.

2. Applied research protocols on educational evaluation of cognitive, diagnostic, aptitude, achievement,
survey on generalized public opinions, interviews or behavior observation of a specific group of people; the research
protocols are exempted from ethical review under the following conditions:

2.1 Data collection process and the data are not related to any private information or not personally
identifiable.

2.2 No part of the protocol leads to criminalization of or civil litigation against any subject or insecurity of job
or carrier of a person.

2.3 Any research that is conducted specifically to a public group or candidates running for public offices, the

research protocol is not exempted from ethical review.

3. Research on known results which are non-specific and non-identifiable to any person such as a retrospective
study of the ten years cumulative pathological findings of biopsied kidney specimens.

4. Research related to micro-organisms that are cultured in laboratory or on micro-organisms that have been \
isolated from samples which are not related to any identifiable personal identity.

5. The research is related to the study of commercially available cell lines in the laboratory.

6. Research on policies, strategies which are commissioned under the approval of the institutes to search for
new alternatives of organization reengineering, development of efficiency in work to achieve certain international
standard that are not related to any identifiable personal data, and not against any rule of law.

7. Research on flavor, quality of food and consumer satisfaction in general, given that the food sample is safe
and conformed to the standard of the Office of Food and Drug Administration.

8. Case Report
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Criteria for exemption .......cceceeeeenee

Descriptive summary of the protocol :

Suggestion/Recommendation (if any) :

See Exemption Criteria on the Back

Criteria for Research Protocols Eligible for Exemption from Ethical Review
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AF 04-04

The Human Research Ethics Committee

King Mongkut’s Institute of Technology Ladkrabang (KMITL)

Information sheet for research participant

Researcher Instructions for Preparing the Information Sheet and Consent Form for

Research Participants Based on the Example Framework

1. This page is not to be included in the final information sheet.

2. Adjust the content to fit the context of your research. Remove sections irrelevant to
your study, such as risks associated with blood sampling, if the study only involves
questionnaire responses.

3. Use minimal technical or medical terminology. If unavoidable, provide
transliterations with English in parentheses.

4. Versioning:

5. For the first version, label it as "Version 1.0" and include the date (month/year).

6. For revisions, update the version number (e.g., Version 2.0) and include the new date.

7. Use of Visual Aids:

8. If research procedures involve multiple or complex steps, summarize them in a table

or diagram for clarity.
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Research Project Title:

Principal Investigator
NAME: oottt
Address (WOrkplace): ..o

Phone Number (Workplace and Mobile): ...

Co-Investigator(s):
NAMIE: oottt
Address (WOrkplace): ...........cooooioviiiiceceeeeee e

Phone Number (Workplace and Mobile): ..o

Dear Research Participant,

You are invited to participate in this research project because you are ......ccccccocvvvnene.
(state reason for selection). Before you decide whether to participate, please read this
document carefully to understand the purpose and details of the study. If you have further

questions, feel free to contact the research team or collaborating physicians for clarification.
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You are encouraged to discuss your participation with family, friends, or your personal
physician. You will have sufficient time to decide freely. If you agree to participate, please

sign the consent form attached to this document.
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Background and Rationale
(State the principles and rationale briefly in language that is easy for participants to
understand. Avoid English unless necessary; transliterate and include English in parentheses

as needed.)

Study Objectives

The drug used in this study is called .......cccoeeeeririnan. (Thai NAME) ..o , which
is being investigated for .........ccccoeviierinns (state safety/effectiveness) ......ccccovvevrvevernnnn. for
patients with ... (state condition/disease). (Applicable only for drug studies.)
The main objective of this study iS ......cccccovireeieirinnnnn. (provide details in simple language;

avoid using technical terms unless explained thoroughly, and include transliterations with

English in parentheses).

The total number of participants in this study (if it involves multiple centers, specify the

number in Thailand and at the participant’s center) is .......cccoccevevivinennnen. participants.

Research Procedures

Once you consent to participate in this research project, the researcher will conduct

................................ (specify procedures, e.g., blood tests, amount of blood drawn, or other

SCIEENINGS) w.vevveveeereriereeiereriees to determine if you meet the eligibility criteria.

activities, e.g., detailed physical examinations, laboratory assessments, recording drug

administration/returns, etc.).
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Throughout the study, (@sting .........cccceovvvirnnee. (state duration) ....cccooevieirieiniennee. , you will
meet with the researcher or co-researchers ......ccccoveeveevveeeenene. (state number of visits)
................................ times

Responsibilities of Research Participants

To ensure the success of this study, participants are requested to:

Strictly follow the researcher’s instructions.

Report any unusual symptoms or reactions experienced during the study.

Avoid using other medications, including over-the-counter drugs or herbal treatments,
without consulting the researcher.

Participants are also asked to:

Inform the researcher about any additional medications taken during the study.

Return any unused study medication at each follow-up visit.

Potential Risks

(Do not state "no risk," as participation in any research inherently involves risks, ranging from
minimal risks like inconvenience or discomfort to more significant risks such as physical,

psychological, economic, or social impacts. The researcher must analyze the risks.)

The risks of taking any medication may include adverse effects, ranging from minor to
severe. The following outlines the risks and discomforts potentially associated with the

study medication:
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MAY CAUSE .eveverereerririereeieran (describe side effects) ..., , including other
unreported effects. Therefore, your health will be closely monitored during the studly.
Please inform the researcher immediately if you experience any of the above symptoms or
other side effects. Any changes in your health should be reported promptly.

Risks from Blood Sampling (If Applicable)

If blood sampling is required, there is a chance of experiencing pain, bleeding, bruising,

swelling at the puncture site, dizziness, or very rarely, infection.

If there is no blood sampling involved in the study, state: "No blood sampling is required."

Uncertain Risks

You may experience side effects or discomforts not previously identified. For your safety,

report any abnormalities to the researcher immediately.

If new information arises during the study that may affect your safety or decision to
continue, the researcher will notify you promptly. You may then decide whether to continue
or withdraw from the study.

Meeting the Researcher Outside of Scheduled Appointments

If you experience any side effects, please visit the researcher immediately, even outside
scheduled appointments, for assessment and appropriate treatment. If these side effects are

related to your participation in the study, you will not incur any costs for the treatment.

Potential Benefits
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(If participants do not receive direct benefits, the researcher should state: "You will not
receive direct benefits from participating in this research. However, the study findings may

................................ (state expected benefits, e.g., contribute to medical advancements).")

Participation in this study may improve your health or reduce the severity of your condition,

but these outcomes cannot be guaranteed.

Alternative Treatments

You are not required to participate in this research to receive treatment for your condition,
as other treatment options are available. Please consult with your treating physician about

alternative therapies before deciding to participate.

Participant Guidelines During the Research Study

Participants are requested to:

® Provide accurate and truthful medical information regarding their past and current

health conditions.

® Report any abnormalities or side effects experienced during the study to the

researcher promptly.

® Refrain from using any medications not provided by the researcher, including herbal

remedies and over-the-counter drugs.

® Notify the researcher immediately if they take any other medications during the

study period.
® Return all remaining study medications at each follow-up visit.

® Potential Harm from Participation and Researcher’s Responsibility
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If any harm arises from your participation in the study:

® You will receive appropriate and immediate medical care.

® Provided you follow the research team’s instructions, the researcher or sponsor will

cover the costs of treatment for research-related injuries.

® Signing the consent form does not waive your legal rights.
If you experience any harm or require additional information about the study, you can
contact the researcher, .....cccoceveeveeveean. (researcher’s NAMEe) .....occcveeeececeeeen. , at any time,

24 hours a day.

Participant Expenses

You will receive the study medication, .......ccccoccevevreeennee. (drug name and any co-
medications, if applicable) ......cccovvivencenee , free of charge, provided by the research
Sponsor.

Other research-related costs, such as medical fees and laboratory tests, will be covered by
the sponsor. Additionally, travel expenses will be reimbursed according to the frequency of

required visits.

Expenses that you may still incur include: ......ccoooevviiinnee (specify any remaining costs

participants need to cover) ...,

Compensation for Participants (If Applicable)
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You will not receive monetary compensation for participating in this research. However, you
will be reimbursed for travel expenses and compensated for any lost income or
inconvenience. This compensation will be ..o, (amount per visit)
................................ per visit, for a total of .......ccccccvvvrvrcneee. (NUMber Of VISItS) oo

visits (distributed equally per visit).

Insurance Coverage for Participants (If Applicable)

The research sponsor has provided insurance coverage for all participants. In the event of
harm or damage directly resulting from the research, you will receive .......c.cccccoevviernnee

(specify type of compensation) .........cccevevenennnnee

Participation and Withdrawal from the Study

Participation in this research is voluntary. You may withdraw from the study at any time, and

doing so will not affect your ongoing medical care.

The researcher may withdraw you from the study for safety reasons or if the research

sponsor discontinues the study. Other reasons for withdrawal include:

® |nability to follow the researcher’s instructions.
® Taking unapproved medications during the study.
® Becoming pregnant while participating.

® FExperiencing severe side effects or laboratory abnormalities due to the study

medication.
® Developing an allergy to study medication.

® Requesting a change to unapproved treatment during the study.




AF 04-04

The Human Research Ethics Committee

King Mongkut’s Institute of Technology Ladkrabang (KMITL)

Information sheet for research participant

Protection of Participant Confidentiality

Any information that could identify you will be kept confidential and will not be disclosed
to the public. If the research findings are published, your name and address will remain

protected and anonymized using your research participant code.

By signing the consent form, you permit the researcher and the research sponsor to access
your medical records even after the study concludes. If you wish to revoke this
authorization, you can notify or submit a written request to .......ccccooevencnene. (principal

investigator’s name and workplace) ........cccceveeieenee.

If you revoke your consent after participating in the study, your personal information will no
longer be recorded. However, other data already collected may still be used for research
evaluation. Once withdrawn, you will not be able to rejoin this study, as the necessary data

for research purposes will no longer be recorded.

By signing the consent form, you also authorize the researcher to share relevant details of

your participation in this study with your treating physician.

Handling of Biological Samples

Biological samples, such as leftover blood, obtained during the study will be managed as

follows (choose one):

® Destroyed using standard methods immediately after the research concludes.

® Stored for re-testing to confirm accuracy for a period of .......ccccovveeviieenes (specify

duration, not exceeding one year) .......ccccceveevevernnn.
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® Preserved for future research for a period of 10 years. The method of storage, linkage
to participant data, location of storage, and access rights must be specified. Any
future research must relate to the main approved study and be reviewed by the

ethics committee before proceeding.

® Participant Rights

As a participant in this research, you have the following rights (remove irrelevant items):

® To be informed about the nature and objectives of this research.

® To receive an explanation of the medical research methods, including the

medications and equipment used.
® To be informed about the risks and discomforts associated with the research.
® To be informed of any benefits that may arise from participating in this research.

® To be provided with alternative treatment options, medications, or equipment that

may benefit you, including their risks and advantages.

® To understand the treatment plan in case of complications after participating in this

research.
® To ask questions about the research or related procedures.

® To withdraw your consent to participate at any time without any negative

consequences.
® To receive a copy of this information sheet and a signed consent form.
® To make an independent decision about participating without coercion or deception.

® Complaints

If you do not receive fair compensation for injuries or illnesses directly caused by the
research, or if the researcher does not adhere to the terms outlined in this information

sheet, you may file a complaint with:
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Office of the Ethics Committee for Human Research

King Mongkut's Institute of Technology Ladkrabang

No. 1, Chalong Krung 1 Road, Ladkrabang District, Bangkok 10520
Phone: 02-329-8000 ext. 3857 (during office hours)

EMails e

Acknowledgment of Participation

Thank you for your cooperation and participation in this study.
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RESCATCH PrOJECt THIE: ...viiiieiieiieiiieiesiee sttt sttt et et e st e e e s teeseb e sa e seeessesseessaessaesssesssessseasseansesssenssennes
Date: ...oooieieiieeie MoOnth: ..oo.oiiiiiiiii e | G2 USSR

| IO oY F3 Y/ PR
AQATESS: .ttt ettt ettt ettt h e e a ettt e bt et e eat e e bt e teea bt e bt et e bt e ehteeateea bt et e eaeeeateeneeeneeeaes
have read the details provided in the attached Participant Information Sheet (dated: .........cccvenennnen. ), and I

voluntarily agree to participate in this research project.

I have received a signed copy of this Informed Consent Form, along with the Participant Information Sheet
(dated: ....ceevvveeveennns ). Before signing this consent, the researcher provided me with a clear explanation of the
research objectives, duration, methods, potential risks or side effects that may arise from the research or any
medications used, as well as the expected benefits and available alternative approaches. I have had sufficient
time and opportunity to ask questions until I fully understood the information, and the researcher has answered
all my questions willingly and transparently to my satisfaction.

I understand that I have the right to withdraw from this research project at any time, without providing a
reason, and that doing so will not affect my academic performance or results in any way.

The researcher guarantees that my personal information will be kept confidential and will only be disclosed
with my consent. However, other parties, such as the research sponsor or the Human Research Ethics
Committee, may be allowed to review and analyze my data solely for the purpose of ensuring data accuracy.

The researcher also guarantees that no further data will be collected if I decide to withdraw and request the
destruction of all identifiable records and/or samples.

I understand that I have the right to review or update my personal data and can withdraw consent for its use by
notifying the researcher.

I am aware that my de-identified research data will be subject to processes such as data collection, logging,
storage in computers, inspection, analysis, and academic reporting, all for scholarly purposes.

I have read and fully understand the above statements, and | hereby voluntarily agree to participate in the
research.

Participant's Signature
(Printed NAME: ....cccuviviieiieiieeieeteee ettt e e )
Date: ...cooevieiine Month: .....ooiiviiiiiieee Year: ...

I have thoroughly explained the research objectives, methods, potential risks, side effects, and benefits to the participant
named above, who fully understands the information and voluntarily signs the consent form.

Researcher's Signature
(Printed NAmME: .......coooviiiiieiieie et )
Date: ....oovvvvviienne Month: ...ocoevieieieeee e Year: ....ooeueenee.

Witness's Signature
(Printed NAME: ....cocviiiieiieciieieeeteeie ettt e te e naeeenee s )
Date: ..o Month: ....oooiiiiiiie, Year: ...coceuenene
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The Human Research Ethics Committee

King Mongkut’s Institute of Technology Ladkrabang (KMITL)

Informed Consent Form for Participation in the Research Project [for Children]

Project Tl
Researcher:

[Researcher's full name]

Faculty of Education, Chiang Mai University

Phone: [Phone Number]

Email; [Email Address]

Purpose of the Study:

This research aims to develop and validate a self-evaluation tool that assesses
resilience characteristics in children aged 8-10 years. The results from this study will be
used for academic purposes and to further develop educational guidelines that foster

resilience in children.

Participant Involvement:

If you agree to allow your child to participate in this study, your child will be asked
to complete a questionnaire that takes approximately 30 minutes. The questionnaire
includes items designed to evaluate their thoughts, feelings, and behaviors related to

resilience.

Risks and Benefits:
Participation in this study poses minimal risk. Your child may feel slightly tired or

bored while completing the questionnaire. However, your child will benefit from being




AF 04-06

The Human Research Ethics Committee

King Mongkut’s Institute of Technology Ladkrabang (KMITL)

Informed Consent Form for Participation in the Research Project [for Children]

part of a process that promotes self-awareness and understanding of resilience.
Moreover, the results may contribute to future programs that enhance child

development.

Confidentiality:
All information obtained from this study will be kept strictly confidential. The
identity of participants will not be disclosed in any part of the report or publication.

Data will be stored securely and used solely for academic purposes.

Voluntary Participation:
Your child’s participation in this research is entirely voluntary. You may choose to
withdraw your child at any time without any negative consequences. Declining to

participate will not affect your child’s rights in any way.

Parental Consent:
| have read and understood the information above. | voluntarily agree to allow

my child to participate in this research project.

Child’s NaME: oo
Parent/Guardian’s NameE: ..o,
SINATUIE! oot

Date: e
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The Human Research Ethics Committee

King Mongkut’s Institute of Technology Ladkrabang (KMITL)

Informed Consent Form for Participation in the Research Project [for Children]

For the Researcher:
|, the researcher, confirm that | have provided complete information regarding this

study to the parent/guardian and have addressed any questions they may have.

Researcher’s NamM@: oo
SINATUIE! oot

DAt e
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The Human Research Ethics Committee

King Mongkut’s Institute of Technology Ladkrabang (KMITL)

Informed Consent Form for Legal Representatives

Project Title:

This document serves to inform you about the research study mentioned above, in
which your dependent (child/individual under your care) is invited to participate. The
research team has explained the details of the project, including the purpose, procedures,
potential risks and benefits, as well as your rights and protections related to participation in

this study.

Please read the information provided below carefully before giving your consent.
Research and Affiliation:

[Insert name of principal investigator and affiliation]
Purpose of the Study:

This research aims to [briefly state the purpose of the study in English].
Procedures:

Your dependent will be invited to participate in the following procedures:
[List the activities, tests, or interviews briefly]
Duration of Participation:

The total duration of participation in this research is approximately [insert time

duration], during which your dependent may be required to attend [insert number] sessions.

Potential Risks and Discomforts:
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The Human Research Ethics Committee

King Mongkut’s Institute of Technology Ladkrabang (KMITL)

Informed Consent Form for Legal Representatives

There may be minimal risks or discomfort involved in participating in this study, such
as [briefly describe possible risks]. However, all measures will be taken to minimize any

potential harm.

Benefits:

While there may be no direct benefits to your dependent, the findings from this

study may contribute to [insert academic/clinical/social benefits].

Confidentiality:

All information obtained during the study will be kept confidential and used solely
for research purposes. Identifiable data will not be disclosed to any third party without your

permission, except as required by law.

Voluntary Participation and Withdrawal:

Participation is entirely voluntary. You and your dependent may choose to decline or
withdraw from the study at any time without any consequences or loss of benefits to which

you are otherwise entitled.

Compensation:

[State whether participants will receive any form of compensation or

reimbursement.]
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The Human Research Ethics Committee

King Mongkut’s Institute of Technology Ladkrabang (KMITL)

Informed Consent Form for Legal Representatives

Contact Information:
If you have any questions or concerns about this research, please contact:

[Insert contact information of the principal investigator or ethics committee]

Consent Statement (To be completed by the legal representative):

l, the undersigned, have read and understood the information provided above. | have
had the opportunity to ask questions and receive satisfactory answers. | voluntarily give

permission for my dependent to participate in this research study.

Name of Legal Representative:

Relationship to Participant:

Signature: Date:

Name of Dependent (Participant):

Signature of Researcher/Investigator: Date:
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The Human Research Ethics Committee

King Mongkut’s Institute of Technology Ladkrabang (KMITL)

Informed Assent and Parental Consent Form for Children Aged 7-12 Years

THiS rESEAICH PrOJECT IS ..o

You have been invited to join this project because you are .......... years old, in
good health, and ......ccoooveerceeen (adjust based on the research context). We are
interested iN StUAYING ..o
If you are happy to participate in this study, here is what will happen:
(Provide simple language so the child understands what will happen and what they will

be asked to do)

2. We will take a blood sample of approximately ........cccc..... teaspoons/tablespoons.
This will be done ........ times over a period of ........ days/months.

B e

Qi ot

This study poses minimal risk. We will take good care of you and ensure you
are not overly tired. If at any point you feel uncomfortable or do not wish to continue,
you may tell us at any time.

If you or your parent/guardian has any questions, please feel free to ask. You
can contact me, [Researcher’s Name], at [Phone Number], available 24 hours a day.

We will keep your personal information strictly confidential and will not share
it with anyone.

You have read and understood the project details.
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The Human Research Ethics Committee

King Mongkut’s Institute of Technology Ladkrabang (KMITL)

Informed Assent and Parental Consent Form for Children Aged 7-12 Years

O if you are willing to participate in this research, your parent/guardian should sign

below.

SIGNATUIE! e

Parent/Guardian

O if you do not wish to participate in this research, your parent/guardian should sign

below.

SIGNATUTIE! o




AF 04-09

VUIHDLEANLANUIBULDUNS IAMTAN LNBNISANYILAZIINIINTITENNE

TASINISIVY 1599 ......... TR ST OO

BeY YU sAnAeITes

AU TN QUTZEPND oo,

9

AT LHIVUADUNITALTUNIS

Y o v

(reuy) §viTIdpasyinnsendnen 1og........(Junounisvimedila).......

Uselawinaininazlasu

Muagldlasuansuselosilag lnonseainnisBuvenlildamiion1939ell winanisidvenaazilulalunig

.................................................. LT UUTELOVIAD oo MU AR

n13inwIANuaULAzNISUNURGBAN

(reuwz) Hrinidesusesinasiiudeyadiuyaraidunnudu sulameansnaidslunmsuuag

Y 0o awv

(reug) JriNITeaz U URARANAIEALLANTNATL TRUTTTULAEUTENAINAY

ABBULNY

Y o awv v

(Aedz) Wyinidpazlddaimeuunulas Tauavituainastiauduseuiion el

Y

ANBULDUVDIEMNUIABYAUSTTY

M LABI1ULAEYINIAULTN T T UT DA UNINUAYDINT IR DLEAAIAITUT UL DUNIT LA LY ANWLIND

nsAnyILaIdenIensundasutuLe Pimdneugalinurinideinnisindnanien1Tidedanan
meaNatasla lnglufinistsrunielwerfadudicdag Mall “rmdndnlaindindndansiazaounse

gnanAuduguilalafla

...................................................................................... AW UlAeYOUSTIX

4

G ) VOULNULAYYDUSTIUAIUTTA

Y

.......................................................... ANV Iunulngve USTIURUANELAEYIn

TUN MABUeeeeeeeeeeee, S R
...................................................................................... AUILNEY
(oo ) BONWLIUAIUTT



AF 04-09

The Human Research Ethics Committee

King Mongkut’s Institute of Technology Ladkrabang (KMITL)

Consent Form for the Use of a Cadaver for Medical Education and Research

Research Project Title: ..o
To whom it may concern,
This research project aims tO ..o
Procedure Explanation
The researcher(s) from the faculty will conduct cadaver dissection through the

following Procedures: ...

Expected Benefits

You will not receive any direct benefits from providing consent for the use of the
cadaver in this research. However, the results obtained from the study may contribute to

........................................ and benefit .occoeevvceeeveeeeeeeeen.. in the future.

Confidentiality and Respect for the Deceased
The researcher(s) affirm that all personal data will be kept strictly confidential. Only

aggregated research findings will be disclosed. Furthermore, the researcher(s) will treat the

cadaver with the utmost respect, in accordance with cultural norms and ethical traditions.

Compensation

No monetary compensation will be provided in exchange for your consent in this

research.

Informed Consent of the Legal Representative

| have read and fully understood all the content in this consent form regarding the
use of a cadaver for medical education and research. | hereby voluntarily grant permission
for the research team to perform dissection of the deceased's body for research purposes.
This consent is given without any coercion or incentives. | understand that | have the right to

withdraw or revoke my consent at any time.
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The Human Research Ethics Committee

King Mongkut’s Institute of Technology Ladkrabang (KMITL)

Consent Form for the Use of a Cadaver for Medical Education and Research

Signed by Legal Representative:

(Full Name of Legal Representative)

Relationship to the Deceased: ......

Date: oo

Witness Signature:
(Full Name of Witness)
Date: ..o

In Case the Legal Representative Is Illiterate

I am unable to read, but the contents of this consent form regarding the use of a

cadaver for medical education and research have been read aloud to me by a reader (who

is not a member of the research team or project staff), and | fully understand the content. |

voluntarily grant permission for the research team to perform cadaver dissection for the

stated research, without any coercion or incentive. Therefore, | affix my right thumbprint to

this consent form.

Signature of Reader:
(Full Name of Reader)
Date: .o

Witness (Researcher) Signature:
(Full Name of Researcher)

Date: oo,
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The Human Research Ethics Committee

King Mongkut’s Institute of Technology Ladkrabang (KMITL)

Consent Form for the Use of a Cadaver for Medical Education and Research

Statement by the Researcher

|, the researcher, have explained the objectives, methodology, and potential benefits
of the research in detail to the above-named legal representative of the deceased. The
representative has acknowledged and understood the information and voluntarily signed the

consent form.

Researcher’s Signature:
(Full Name of Researcher)

Date: oo

Witness Signature:
(Full Name of Witness)
Date: .o,
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Consent Form for the Use of a Cadaver for Medical Education and Research

Research Project Title: ..o

To whom it may concern,
This research project aims tO ..o
Procedure Explanation
The researcher(s) from the faculty will conduct cadaver dissection through the

following Procedures: ...

Expected Benefits
You will not receive any direct benefits from providing consent for the use of the

cadaver in this research. However, the results obtained from the study may contribute to
........................................ and benefit ......c.ccceceevveieieiceieeneen.. in the future.

Confidentiality and Respect for the Deceased
The researcher(s) affirm that all personal data will be kept strictly confidential. Only

aggregated research findings will be disclosed. Furthermore, the researcher(s) will treat the

cadaver with the utmost respect, in accordance with cultural norms and ethical traditions.

Compensation

No monetary compensation will be provided in exchange for your consent in this

research.

Informed Consent of the Legal Representative
| have read and fully understood all the content in this consent form regarding the

use of a cadaver for medical education and research. | hereby voluntarily grant permission
for the research team to perform dissection of the deceased's body for research purposes.
This consent is given without any coercion or incentives. | understand that | have the right to

withdraw or revoke my consent at any time.

Signed by Legal Representative:

(Full Name of Legal Representative)

Relationship to the Deceased: .......cccvveeviicrninnee
Date: .o
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Witness Signature:
(Full Name of Witness)
Date: ..o

In Case the Legal Representative Is Illiterate

| am unable to read, but the contents of this consent form regarding the use of a
cadaver for medical education and research have been read aloud to me by a reader (who
is not a member of the research team or project staff), and | fully understand the content. |
voluntarily grant permission for the research team to perform cadaver dissection for the
stated research, without any coercion or incentive. Therefore, | affix my right thumbyprint to

this consent form.

Signature of Reader:
(Full Name of Reader)
Date: ..o

Witness (Researcher) Signature:

(Full Name of Researcher)
Date: oo,

Statement by the Researcher

|, the researcher, have explained the objectives, methodology, and potential benefits
of the research in detail to the above-named legal representative of the deceased. The
representative has acknowledged and understood the information and voluntarily signed the

consent form.

Researcher’s Signature:
(Full Name of Researcher)
Date: .o

Witness Signature:
(Full Name of Witness)
Date: ..o
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COE NO. weevveeeeeressessessenee
REC NO. cooveverreseeersesenersss
The Research Ethics Committee Of .......ccoeinrenevennnnrceceeneeecennes
AAress.....cvnineniniieiiienenenene Tel. e
Certificate of Exemption
The Research Ethics Committee Of ..o has exempted

the following study which is to be carried out in compliance with the International guidelines for
human research protection as Declaration of Helsinki, The Belmont Report, CIOMS Guideline,

International Conference on Harmonization in Good Clinical Practice (ICH-GCP) and 45CFR 46.101(b)

Study title D s

Study code D

Principal investigator: ...

Study center D s

Document reviewed 1. Submission form version ............. dated ....cooovineen.
2. Full protocol/proposal version ............. dated ....ccovvienn.
3. Participant information sheet version ............. dated ..o
4. Informed consent form version ............. dated ..o
5. Data record form version ............. dated ..ccooovvernnee.
6. Curriculum Vitae
[ (Others)....cveveerrene.
SIGNATUIE L.

(e )
Chairperson
Date of Exemption : ...

Note No continuing review required
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Progress Report :
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Number of participants recruited
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RUVIAVIATINT sl Study Code

va o Y

HAvEan: na/AE:

Sponsor:

1. dalavesnisideiifinisdeunuas (@nafiinnninilsesng)
Which part of the study do changes apply? (more than one is possible)
Protocol
consent form
investigators

Other (SPECify) ..o

2. szynswdsunUadasivang lagasulunsadseuiieu

(List all proposed change(s) and rationale for change(s) (detailed documents can be attached)

3. MswasukUasiinansenuauanudssazUseleviseaaatasegnels (How will the amendment affect the risk
and benefit for the subjects?)
Adesens increased O same O decreased

Useloaionn O increased O same O decreased

4. mswasuulastinansznusenislianubuseustils
(How does the amendment affect the informed consent?)
ludosormBbusoslml
FoswodBuseifindy

fasvamdugaulntwnuatuLiu

TWsansiu msasuwdasagyilindsanlasuanuiureuainanuznssun1ssesssunidelunyudud)

(Study amendments may not be instituted until written approval from the ethics committee is received.)
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Form for Amendment or Modification of Research Project

Instructions: Please v in the relevant boxes and attach supporting documents if

necessary.

Title

(ENGLSN..e.eee s

Study Code..niniiiiinnee.

Principal Investigator Department/Faculty

Sponsor

Which part of the study do changes apply? (more than one is possible)
Protocol [ ] Consent form [] Investigators [ ] Other (specify).............. []

(List all proposed change(s) and rationale for change(s) (detailed documents can be attached)

(How will the amendment affect the risk and benefit for the subjects?)
risk: [ ] increased [ ] same [ ] decreased

benefit: [ ] increased [ ] same [ ] decreased

(How does the amendment affect the informed consent?)
[ 1 No need for new informed consent
[ ] Additional informed consent required

[ ] New informed consent required to replace the previous version

(Study amendments may not be instituted until written approval from the ethics

committee is received.)
Signature of Principal INnvestigator: ...

Date: .......... VAR V2RI
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(Review Report of Amendment)
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P318LaUlATINIG. Yalasins (lne)

..................... (English)

YENI8UAN

YopIAYEnNAN

MAa/ANY

SWALATINIT (§13) fatuayun1side
]

g , 0 IAs9an539e : 0

dununly wWasuwlas - .. - [ ICF Investigator

O Wasuwlasanusy O wWasuwdasunn Others............

Brochure

Uiimﬂai&ﬂmil,l,f’ﬂ“u wawsuuUas (Descriptive summary of the amendment) :

UMANANITIUNIULUL expedited review process: O o O aile

Jafia15aun (Consideration):

O ladientes

1. NEUINAALYY/ARNDDN ILEal O T O il
N/A
. , . O Ldifeades
2. 9951@7U risk/benefit LnNgay O e O il
N/A
. .. O lsdieates
3. LBNANSASVIANUTUL DU T AL 0 T O lalle
N/A
4. mMswiby WasuwUas [ wWasuklasdnias O wWasuwlasun (Mo full-board
5. HaN1INANTUN [ $uns1u (gileg338 w38 investigator brochure)
0 Suses
[0 Susemdawdludnias
O dhdhfiansanlupaznssunisiinge (full board)




AF 06-03

ARIZNITUNITIILTIIUNTIVE LNy we

anriumalulagnszassndndinummsainnseds

(Review Report of Amendment)

Title (Ine)
(English)

Principal Investigator
Department/Faculty

Sponsor
) [ Research Project L]
Amended Section ; . H
I:' Minor Amendment L1 ICF Investigator Others
[ Major Amendment Brochure |
Descriptive summary of the amendment :
Expedited Review Justification: O To O Tlala
(Consideration):
1. Inclusion/Exclusion Criteria are , o O ldiieados
. O 1o O laily
appropriate: N/A
[ Not
2. Risk/Benefit Ratio is appropriate: O] Yes O No Applicable
(N/A)
3. Informed Consent Document is , o O laifetes
. O T O Talls
appropriate: N/A

4. Nature of Amendment: ] Minor Amendment

board review)

O] Major Amendment (requires full-

5. Review Outcome:

[J Acknowledged (e.g., Investigator’s Brochure)

L1 Approved

[ Conditionally Approved (after minor revisions)

[ Referred to Full Board Review

(Suggestion/Recommendation)




AF 06-03

ARIZNITUNITIILTIIUNTIVE LNy we

anriumalulagnszassndndinummsainnseds

(Review Report of Amendment)

Reviewer’s Signature:

Date:

/

Note: Please complete this form and return it to the Office of the Human Research Ethics Committee within 5 working

days.




Protocol Number .........

King Mongkut’s Institute of Technology Ladkrabang
Address No.1 Chalong Krung Road Lat Krabang .Zip code 10520,
Thailand, Tel 02-3298000

Approval of the Amendment of Documents related to Study Protocol
The REC Of the e , Thailand, has approved the following
study which is to be carried out in compliance with the International guidelines for human research

protection as Declaration of Helsinki, The Belmont Report, CIOMS Guideline and International

Conference on Harmonization in Good Clinical Practice (ICH-GCP)

Study Title e

Study Code

Principal Investigator

Study Center
Document Approval

1.
2.

( )

Chairman, The REC Of The ...

Date of Approval

AF 06-04



Approval granted is subject to the following conditions: (see back page of this Certificate)

All approved investigators must comply with the following conditions:

1. Strictly conduct the research as required by the protocol;

2. Use only the information sheet, consent form (and recruitment materials, if any),
interview outlines and/or questionnaires bearing the Research Ethics Committee’s
seal of approval ; and return one copy of such documents of the first subject
recruited to the Research Ethics Committee (REC) for the record;

3. Report to the Research Ethics Committee any serious adverse event or any changes in
the research activity within five working days;

4. Provide reports to the Institutional Review Board concerning the progress of the research upon the specified
period of time or when requested;

5. If the study cannot be finished within the expiry date of the approval certificate, the investigator is obliged
to reapply for approval at least one month before the date of expiration.

6. All the above approved documents are expired on the same date of the previously approved protocol

(Protocol Number................. )
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ARINIINNTAILFITUNTITE TN BE
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flag 1avil 1 aavenge 1 uvreatanszda lwmatAnszls ngamwa 10520 Tns. 02-3298000 e 3587

MI9F05UTBINSHALY WasuUawand1sNnNe19a9nulAsIN1SIdY

AMZNTTINA3E5TIUN T ULy Yd antumalulagnszasundandnummsaranseds

FNIUNITIAN15TUTDENA15TNE79097UIASINISITEAIULUINIANENITEsITUNITIveluAu Ty

mmgﬂua’mamm Declaration of Helsinki, The Belmont Report, CIOMS Guideline Wag International

Conference on Harmonization in Good Clinical Practice %58 ICH-GCP
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AF 06-05

LUUS189UAINAINTIN

Please complete this form and submit to the Institutional Review Board before the due date.

§5uaraiiuraunfeusniud - §5uaradiureunseangatud AYNAYBINITINENY -
/ / / / L] wn3ideu LI wn 6 ey
O Auaanside widelahiu 17
neavlATINIg. IUATUAINUA / /
Falasanis
CIVI).co e e e
(ENIGLISN ottt
Hdeman:
1 Have the data collection begun? Yes
No Goto7
2 Have data been obtained directly from human participants? Yes Goto 4
No
3 How many data have you been collected so far? ... %
4 Total participants expected to be recruited at the beginning

Number of participants recruited

Number of participants expected to be recruited from now

Total drop-out or loss follow-up

Total participants still active or in contact

Total participants completed

5 Which procedures do active participants have to undertake?

Questionnaire/interview

Specimen/sample collection

In vivo diagnostic devices

Interventions: e.g. drug trial, surgical procedure, radiation, isotope,...

Others (SPECITY)....virurieirieeiseeese e
6 Have there been any unexpected adverse events previously reported to REC? Yes AFULUUTIYNUY
Please specify No. of SAE repOrt.......ccccoevvreeereineenerenee No
7 Are there changes to the protocol or consent forms not previously reported to Yes AFULUUTIYNU
REC? No
8 EXPLANGLONY NOTE: (If @NY) worriviiiriiieiieii sttt
9 Q’iﬁﬁawa (REGUEST FOT) & oottt
FAFHAIUNL oo Fd Y y— (ngauAudunlifiviu 1 )
mml,ﬁumaﬂﬂiimmiﬂémumu OO OO OO OO SRTOTRT
A TTUUBIMEUENTIUNTT™ oo oo oo eeee oo

UTEFMUAUENTTUNITARTUI oo ees T YR~ SR




AF06-05
LUUSIZIIUAIUNIINTIN

Please complete this form and submit to the Institutional Review Board before the due date.

Date of Initial IRB Date of Most Recent IRB Reporting Frequency:
Approval: Approval: / / ] Every 3 months
/ / ] Every 6 months
L] Upon completion of the
study or within 1 year
Project Number: EC-KMITL Due Date:

Research Project Title (Thai):
Research Project Title (English):
Principal Investigator:

Funding Source: -

Date of Ethics Committee Approval:_____.._... .. ., /o Jo
Project Start Date: e S

Scheduled Progress Report Date: ... . . L e A
Certificate Expiry Date: ..., fo oo

Reason for Certificate Extension Request:

1. Progression

Planned number of research participants:  persons
Current number of participants enrolled: ~ persons
Participants in the intervention phase: ~ persons
Participants in the follow-up phase:  persons
Participants who have completed the study: ~ persons
Participants who withdrew from the study prematurely: ~ persons

Reasons for early withdrawal of participants:

Reasons for exceeding the planned number of participants:

(If applicable, please attach the Protocol Deviation Report using Form AF06-07)

The research project was completed on: / /

(If the research project is complete, please submit the Final Report using Form AF06-06 for IRB

consideration)

2. Has there been any change in funding sources not previously reported to the IRB?

1 No [ ves

3. Has there been any amendment to the research protocol not previously reported to the IRB?

1 No [ Yes (Please attach Form AF06-03)



4. Have there been any serious adverse events (SAEs) not previously reported to the IRB?

L No [ Yes (Please attach Form AF06-1 and SAE Report Form)

5. Is there any new information regarding risks or benefits that has not yet been reported to the IRB?

1 No [ ves

6. Have there been any community concerns or negative attitudes from participants that have not yet
been reported to the IRB?

1 No [ ves

If yes, please describe:

7. If the certificate has expired, does the investigator request an extension?

[ ves ] No

Note:

If the answers to items 2-7 are "Yes", please submit the respective reports to the IRB.

If "No" is selected and the IRB finds discrepancies between the report and actual practice after

certification, the IRB will consider the report approval null and void.

Principal Investigator’s Signature:

(Name)
Date: / /
o o ¥ ¥ o
drusurdanting
o AdudinenuanumIvg
) I % 1 =3 1 o =
L] surdvusian ] &4 L] dadnindviua 1 1heu
® nsilvedoeyluiuses
[ &slivaneny O vamengudn Aoy
A9TDLANNLNT



ARIZNIIAUNITATLSIINNTIVE LUy Be

aondumalulagnszasuindninaummsaianszds

Progress Report Form

Please complete this form and submit to the Institutional Review Board before the due date.

Date of Initial IRB Date of Most Recent IRB Reporting Frequency:
Approval: Approval: / /
L] Every 3 months
/ /
] Every 6 months
[] Upon completion of the
study or within 1 year
NUNLAUATING. e, Due Date: / /

Research Project Title (Thai): (lne)

(ENGUISI. .ot

Principal Investigator:

1 | Have the data collection begun? Yes
No Go to
2 | Have data been obtained directly from human participants? Yes Go to
No
3 | How many data have you been collected so far? ... %
a4 Total participants expected to be recruited at the beginning

Number of participants recruited

Number of participants expected to be recruited from now

Total drop-out or loss follow-up

Total participants still active or in contact

Total participants completed




5 | Which procedures do active participants have to undertake?
Questionnaire/interview
Specimen/sample collection
In vivo diagnostic devices
Interventions: e.g. drug trial, surgical procedure, radiation, isotope,...
Others
(SPECHY ).
6 | Have there been any unexpected adverse events previously Yes
reported to REC? Please specify No. of SAE
FEPOM e No
7 | Are there changes to the protocol or consent forms not Yes
previously reported to REC?
No
8 | Explanatory Note: (if any)
9 | Request For:
Researcher’s Signature ........cccoccveeeeeevesisvceverens (e )

Reviewer’s Signature: ..., Date: ...... /e /i

Chairperson’s Signature: .......coeoenenicneereenn. Date: ...... /i YA




LL‘U‘Ui']EJ\?']‘lJIﬂi\?ﬂ']iLﬁ%QﬁﬁJUuiﬂj (Final Report Form)

AF 06-06

NuUNBLaULATING

Folasenis (nwlne)
(English)

Protocol Title (Thai) :
Eng :

Study Code :

Principal Investigator:

Phone number:

E-mail address :

Sponsor’s Name

Address:

Phone :

E-mail :

Study site(s):

Total Number of study participants :

No. of Study Arms:

Number of participants recruited in the study:

Study materials

Treatment form:

Study dose(s):

Duration of the study

Objectives:

ya o v A
BATUAIUIN o U YA yA—

(Please retain copy of the completed form for your study record)

Reviewer’s comment:

Reviewer’s Signature.......c.cocoeerrneeieeeninneens (e )
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wuusrsuNsisauw/nsbivjianaenndas

(Deviation / Non-Compliance / Violation Report)

nUNLallATINIg. Folasenis
......................... (Ine)

(English)
alasenis (nd) :
HReman : InsAnsifnsie.:
anvu: nsAnidnee.
Hatuayunidy: InsAnsidnsio.

[ ] \Jeauuannlasinnsdde (Deviation from protocol)
I:I avilla (Violation)

[[] lLisenadasiundnnis (Non-Compliance)

|:| Minor
I:l Major

usseneasy (Description):

NaaNs (Outcome):

ffiunnsegnals (Actions taken):

WULAE (Found by):...vveveeeeeeeeeecee 57897Ulag (Reported by)....................
0175 S YA

o1 V5T O Y

& Ya .. .

AAUNUNTTUNITINNANTUINUNIU/LEUBHUE (Opinion/Recommendation)

NTTUNTINUNTUAIU ML e (o ) WA YA YA

ANTANNAVDIAUTATIUANT:

USLETUAENTTUATITTNAIUIH oo (oo ) U YA YA
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LUUNBSUSUIS950958UINNENdUAT LA N1SABUEALDY

Th.......... LTV O LY I

1ATIMTIVENLGAY oo YA
BT ITBATH U e
.............................................................................................................................................. GIVEERNEEM)

O eranains O funasev/iunilagvousssu

O 81 9 (52U

LT 1 SO

( )
MUITABUBIUB e eeereeeeeseeesseeesse et
L OSSO HALHIUNNS

( )
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WUUTIBIUNSVIVIEALATINITITEaUMTUA

(Report of Study Termonation)

Falasang
MNeLalATINIg.
(lnw)

......................... R

YOHIVAN

Al

neLaUINTANA
Buia

Hatiuayunsivy MBLaUINTANA

o

Nog

Y a (3

B

PuugFunTidernmuanulasnienlasuanuiurey FUIUNGY

Total Number of study participants : No. of Study Arms:

IungTumITensudinlunside Sugsunsideiiaseauysal

Number of participants recruited in the study: Total participants completed
Suugsunideiliaiauysal
Total participants not completed

328218138 4 oy ,
SUAUNTITY LD i

Bnslagsun133dedadldsu (Which procedures do active participants have to undertake?)

O wuvdeuau/duniwal (Questionnaire/interview) [ 1Audneeny/dsdinsaa (Specimen/sample
collection)
O insesiiedmsuifdadedisnenie (In vivo diagnostic devices) O SUBUNTNUS (WU 81 T0HIAR R 18uE)

finsnenuusnsallinsUseasdnlinindn  1diraenssun1sasesssuluseninmside  (Have there been any

unexpected adverse events previously reported to REC?) 08 Ol

finsveudly Wasuwladasinside wisluduseulusznineniside (Are there changes to the protocol or consent

forms not previously reported to REC? (1@l [ 1aid

WIANAN1IYenEAlATINTITeReuA1mue (Reason to terminate the study)

WHUNTIAN/uagsun1sadenlasudnunlun1side (Plan to manage the participants recruited)

Ya o

HIRERIUI oo S ) AU yA— YA

(ﬂﬁqmuﬁuﬁ%u’naﬂmﬂ%ﬁw (Please retain copy of the completed form for your study record)

ﬂ’J’]ﬂJLﬁuﬂU@ﬂﬂiiﬂJ ﬂ’]iﬁgﬁﬁ]’ﬁm’]%U%’Ju:

AU e (oo ) YU VAR YA

NTANUATDIAUENITUNT:

YTFTUANEATIUNITAIUI e (e ) WA........... V2 YA




Report of Study Termonation

Title
Project Number:
(lne)
......................... (English)
Principal Investigator:
Phone:
e-mail:
Research Sponsor: Phone:
Address
e-mail:
Total Number of study participants : No. of Study Arms:

Total participants completed

Number of participants recruited in the study: Total participants not completed

Duration of the research: years months
Research started in: _ (month)
(year)

Which procedures do active participants have to undertake?

[J Questionnaire/interview [J Specimen/sample collection

L] In vivo diagnostic devices L] Other

Have there been any unexpected adverse events previously reported to REC? [Jyes [INo

Are there changes to the protocol or consent forms not previously reported to REC? [1yes [ No

Reason to terminate the study

Plan to manage the participants recruited

Researcher’s Signature ..., (et ). Date............ e, Y2

Please retain copy of the completed form for your study record

Reviewer’s Opinion / Recommendation:

Reviewer’s Signature: ......ceceecneeneeeneens

OO )

Date: ...... /e Y

Chairperson’s Signature: .......coveeneerneeneeerieenenns
OO )




AF 06-10

wuuasuIeuman1sallainsTainians

ALY ﬂimﬂﬂiaﬂLLUUWafuLLazLLuULana'liﬁﬁ?'ltﬂu (Please fill in the form and attach documents if necessary).

Folnsans
(lne)
(English)

AELaUlATING.

1. vsserewmnsalldiiaUszasd visetgmieusilaeee (Brief description of the serious adverse event or problem)

2. msuszliumanisal wialeyn (Evaluation of event or problem)
AUSIBUTY (Seriousness): Hedin (death)
ANAADYIN (life threatening)
AnsvsenunALaNnse (disability)
(Lﬁﬁw%’ﬂwﬂulsawmmavﬁaag'iuisawmmamu%u) new/prolonged hospitalization

AN15uAALEA (congenital anomalies)

p=1%

doyalugiiofiduuda (Already mentioned in-investigator brochure) 1....... Taily

fdayaszyluenarstoyadwmiugiuns3deudn (Already mentioned in the patient information sheet) 1 1ally

fiamuduiusiven/Asms ndediafidne (Relationship with the investigational drugs/procedures/devices):

v

Uszidiulog. Hatuanuniside 33y

U bl

(sponsor) (investigator)

219N 74 possibly

Uazieades (probably)

l3insu (unknown)

P

waaws (Outcomes): DINIMNBUAY/ATULAD (resolved/improved)
o msfalaildeunlas (unchanged)

81n15u8as (worsened)

\deTn (fatal)

v

Liifidoya (not available)

da o a fa v o

AudITeniaadas (Site involved): niigudITenagluanuiuiaveuvasanitu

u

\infieudIdwous (other sites)

miﬁmimwmﬁaﬁ'ﬂ (Investigator considerations):

1. ‘Lﬁ“ﬁagammaﬁmuawamm@uaamﬁmam (Notification to human subjects using new or additional informed consent).
anlun1siudl (required immediately)

m°"|LﬁuﬂmﬁammaﬂﬂimwuQ’i%’ﬂumiﬁwmsﬂé’aﬁmw (required for the next appointment)

Tlaifimauds (not required)

2. Wasuulas M’%awqmmﬁﬁ'ﬂ (Change in or suspension of research). NYANNTITY suspension
fnsidsuntas (change)

liAweauiiunis (no action required)

A1MFUNTINNN/BUNTINNTS WU SAE (SAE subcommittee considerations):

1. Iﬁ%agammaﬁﬂmamammﬁusamﬁmﬁm (Notification to human subjects using new or additional informed consent).
Aliun1sviudl (required immediately)
aiunsilemanadnsimugidelunisianineassialy (required for the next appointment)

laifosuds (not required)




2. Wauuuad ¥3engani15338 (Change in or suspension of research MYANITITY suspension
fnsasuntas (change)

liifiosAuiiuns (no action required)

3. $UN3U (Acknowledgement)

Comment :

Note: n1ssiiunisynegdeaiidiinnsanlunmsuszaunmznssunisiiiugy (All actions have to be referred to full board).

ﬂizmuagnisumsﬂmum ““““““ AUV YR

Chair of SAE subcommittee signature




AF 06-10

Serious Adverse Event (SAE) Reporting Form

Project Number: Project Title
(Thai):
(English):

Brief description of the serious adverse event or problem

Evaluation of event or problem
Seriousness:

death

life threatening

disability

new/prolonged hospitalization

congenital anomalies

Already mentioned in-investigator brochure yes........ No

Already mentioned in the patient information sheet yes........ No

Relationship with the investigational drugs/procedures/devices

Evaluated by sponsor investigator

possibly

probably

unknown

Outcomes:
resolved/improved
unchanged
worsened
fatal

not available

Site involved

Investigator considerations:
1. Notification to human subjects using new or additional informed consent
required immediately

required for the next appointment




not required

2. Change in or suspension of research
suspension
change

no action required

SAE subcommittee considerations:

1.Notification to human subjects using new or additional informed consent.
required immediately

required for the next appointment

not required

2.Change in or suspension of research

suspension

change

no action required

3. Acknowledgement

Comment :

All actions have to be referred to full board).
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AF 07-01

@Na1sNABINIS: So:

Yy v o
H393783: AUN:

WwaslnsAnnnansale:

IQUIZAIAVINITVOAULINET:

Yofjousin 2
AsUNETuUeNAIS: i
AsuUgAuLENES: i
aswuiiuienans: ui:
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#13Ugytana13 (Protocol File)

319N19

2D

)]
]

(3
=

o

nildosuses Approval Letter

'
=]

1.1 JuNsusealasens Initial COA Date

3

o A

1.2 'mm%mawiamqimqmi Extension COA Date

lenansTLAgIT0e Related Official Letter

WUUBUUINITNANTANASILIN Initial Review Application TUT.........cccccc......

3.1 LUUBUUBSUNISHANTAUNASILIA Initial Review Application Form

32 Laﬂmiuauwmaéﬁﬁ]’ﬁM] Member Reviewers Assignment Sheet

3.3 LWUUTI89UNNSUTELHUAULEY Pl Self-assessment Form

3.4 BuukaNaUsylevuviugeau Pl COIl declaration form

35 Tpsss193dwatiuge nwlve Protocol Synopsis Thai

3.6 1A5951939watuLdy Full Protocol

3.7 gaena1sdusaud1siulasin1sidy  Informed Consent Package
3.7.1 wnansdeyameturedmiugidnululasenmside

Information Sheet for Research Participant

3.7.2 wnashansnudugeudsmlulasiniside Consent form

3.8 anansUuiindeyaeianaling Case Report Form (CRF)

3.9 nansuUsyduNuSies Ul ATeNa @l AT

Advertisements for Research Participant Recruitment

wa [

3.10 Uimmﬁ%wﬁﬂuazﬂmz Current CV of Pl/co-Pl/Research Team

o

3.11 wilsdeuseansineusHYeEIREvNLAL AN

Certificate of GCP and other Trainings for Pl/co PI/Research Team

v o

3.12 @ileg338 Investigator’s Brochure

3.13 wuudaaunid Questionnaire

3.14 quUszunad Budget

3.15 ena1stunzideunaiug/in3eeilen1ensunng (License of Drug/Medical Device)

3.16 L@NANSAAUYLIVIUINLAZLATDILININITLNNE

Annex and Information of Drug/Medical Device

3.17 Yeanasn1sanelouingn1adinin Material Transfer Agreement (MTA)

3.18 WANMSNINTUILALNNTERANS Result and Communication
3.18.1 wuuduiinuanisuseidu ({Uszidiuaui 1)

Reviewer Assessment Form (First Reviewer)

3.18.2 wuulufinuanisuseiiu ({Usediuaui 2)

Reviewer Assessment Form (Second Reviewer)

3.18.3 vitladoudawagide Letter to Pl

3.18.4 LoNa1391NEIY Correction From Pl




3.19 19na159uq Other

3.19.1 UoANaIN1IYiInIdeneAaLn Clinical Trials Agreement

2.19.2 w@na1suseiunIsItenematn (6ni)

Insurance of Clinical Trial (if available)

3.19.3 wuuaueveaylilATIsIeIneinug

Approval Letter for Thesis Proposal

3.19.4 wsuduiineya Data Record CD Rom

NMSPUVDTUNANTUNGY Resubmitted Document Review Application
4.1 WUUBUIBSUNISNANTUNIATISNNNTINEYT

Resubmitted Document Review Assessment Form

4.2 Laﬂmﬁuauwmaé\fﬁmimﬂ Member Reviewers Assignment Sheet

4.3 WUUSIPUNISTUTELEUAULDY Pl Self-assessment Form

4.4 wuULkIKaUselevuviugeau Pl COl Declaration Form

4.5 Iase9193dvaduge nwilneg  Protocol Synopsis Thai

4.6 1A59319398a0uLdu Full Protocol

4.7 gatenansdugauidnsiulasin1sIae Informed Consent Package
4.7.1 wnansteyamesursdmsuiidnlu lasinside

Information Sheet for Research Participant

4.7.2 wnasuansanudugeud1sululasinside Consent Form

4.8 nansduiindeyaeianaiins Case Report Form (CRF)

4.9 lonasuszduiusilesuainsenaiating Advertisements for Research Participant

Recruitment

v o

4.10 UsgiReidevanuazalg  Current CV of Pl/co-Pl/Research Team

o

4.11 vilsdefuseanisineusuvesidevanuayany

Certificate of GCP and Other Trainings for Pl/co- Pl/Research Team

IS va o

4.12 @:mmﬁm Investigator’s Brochure

Y

4.13 WwuvUdaaua1u Questionnaire

4.14 quuseund Budget

4.15 onastungilounaiug / 1n3esdion1an1siumd License of Drug / Medical Device

4.16 LBAAISAINA VLIV ULALLATDILBNIINITWINNE

Annex and Information of Drug / Medical Device

4.17 Fonnasnsanelouingn1aginn Material Transfer Agreement (MTA)

4.18 WanISWA15840 Assessment Result
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	1.  วัตถุประสงค์
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	5.7.4 เจ้าหน้าที่สำนักงานคณะกรรมการจริยธรรมการวิจัยในมนุษย์ ส่งหนังสือแจ้งข้อร้องเรียนและรายละเอียดการดำเนินการที่ลงนามโดยประธานคณะกรรมการฯ ให้ผู้วิจัยทราบ
	5.7.5 การเก็บเอกสาร
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	(2)  แนวทางจริยธรรมการทำวิจัยในคนแห่งชาติชมรมจริยธรรมการวิจัยในคนในประเทศไทย พ.ศ. 2550


	
	บทที่ 7
	การจัดการเอกสารโครงการ
	1. วัตถุประสงค์
	เพื่อเป็นแนวทางในการรวบรวม จัดเก็บ สืบค้น และทำลายเอกสารเกี่ยวข้องกับโครงการวิจัยที่ได้รับการพิจารณาจากคณะกรรมการฯ ทั้งนี้เพื่อความสะดวกในการค้นหา และเพื่อคงไว้ซึ่งการรักษาความลับของข้อมูล
	ความหมาย
	คำศัพท์
	หมายถึง โครงการวิจัยที่กำลังดำเนินการวิจัยตามที่ระบุใน
	โครงการวิจัยที่กำลังดำเนินการ Active file 
	โครงร่างการวิจัยที่ได้รับการรับรองจากคณะกรรมการฯ
	(1)  ICH Good Clinical Practice Guideline 2016 และฉบับ ค.ศ. 1996 แปลเป็นภาษาไทย ของสำนักงานคณะกรรมการอาหารและยา กระทรวงสาธารณสุข พ.ศ. 2552
	(2)  แนวทางจริยธรรมการทำวิจัยในคนแห่งชาติชมรมจริยธรรมการวิจัยในคนในประเทศไทย พ.ศ. 2550

	
	บทที่ 8
	การตรวจเยี่ยมเพื่อกำกับดูแล
	เลือกโครงการวิจัยที่จะตรวจเยี่ยม
	ความหมาย
	คำศัพท์
	หมายถึง คณะอนุกรรมการตรวจเยี่ยมที่ได้รับมอบหมายจากประธานคณะกรรมการจริยธรรมการวิจัยในมนุษย์ ให้เป็นตัวแทนในการตรวจเยี่ยมเพื่อกำกับดูแลการวิจัย
	คณะอนุกรรมการตรวจเยี่ยม
	การตรวจเยี่ยมเพื่อกำกับดูแลการวิจัย
	(1)  ICH Good Clinical Practice Guideline 2016 และฉบับ ค.ศ. 1996 แปลเป็นภาษาไทย ของ
	สำนักงานคณะกรรมการอาหารและยา กระทรวงสาธารณสุข พ.ศ. 2552
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