Aile/uurUuRdmiunstuveiunsiansaniuseadeasssiunisite
NUUIMITNUITenagsiimaduius (Mii8338535Un15398) AnznadaAnITUNNE
uvinendodedval Idavigie/wunuidRatul neifnguszasdiedununujifdmivenase
iy yaansuaztinfnu selunazuendsinamsmaiansunmg uninerdudedl fivsvasdae
Fudunsideiiieadostuuyed vsuuazdilaluisnig nssvaunsudeduneulunistuiaue
Tassmsideifioveunsiiansaniusendeaiesssunsids :InAMENTINNTITUSTINNTINE ARl
wadlanisunng winendendedl Welinmsitedulumundnalesssuuasiumefofana su
ihlinanuidefinunn uagdiiunisegnietesssy Jedmuauumafoalumsiuvesunis
firsandutiesssumsidedniuinidy i
1. dnideiiduyaansuietdnAnuludadnamuzinaianisunng wagifuimd
Tnsan153ds Afimnudszasdazdniuniside deadulasanisideynlasenisi
Aeadeafunyed ievennuiuseuainaaznssunsasesssunsiselunywd
WIBUBTUNITUNLINAINATAANTAN
2. imideiiduynanns vietndnuiludeinrazmaianisunme uasduiios]sinide
Tulpssmsideimilassnsisveguondsinnaz mnduiunsidorugiiuniu
Uinslunaiz desdulasamsidevernuiiureuannanznssunisaiesssumside
Tunywdvaanzmallansnmg
3. dnidefiduyaains viedndnwviuendsianuzinaianisunnd waztduimi
Tassnsideiidauuszasdazdniunisidelunuginaianisunng dosdu
Tnssmsidennlassnsiiieatesiuayud iflevesunmsiansanainauznssunig
Bossamdelunyvdvosnnzmaianisummg lned
3.1 lasamsidefinenuidesgs viaiieadesiuyanadifionanzuisgeses
fonnsdnioynransideinanmaiansunndumingdodeodnidug
$29133 vidofiUinuilasanside Wil msutsdndiunissauiagnsiide
Tunsiauanasuifiud vieUsslowidula Whlulupuiivhwilassns
H333378 viSeRatuayunnasiu LazdaenanesiuIsTeInTntnide uay

Y 9
o w

W NUHURATNUANLNTINNITITeUNIYA Tasliiuudiuinisdes

oygnangUsAutyrivesyrainsany fszyiteygialidisiu
Tasam93de ieduivinulassmsideduiu 1 adumndsani

3.2 Tasmsidefiinsdauvasuamandsyaains wieverdirdunuvalyaains

anzmadianisunng Weifudeyalulszneuidudiunilsvesniside vie

AT waglasansaananiudeyanngusiegimaleanidu T

n3deduvosyanainanuilaenss Tnsuuunisdesusetasosssy

yamsifeananisududsin @) fail lisndufesdulasimsidevesu
N13AATUIAIINAULNITUNTITLFTINNTIFUAMLIMATANTUNNE

4. milassmITeuazgHuideludiinausinaianisunnd desrruniseusuniy

9385951117148 1304 (n) 238553 TIT8Tunywd (Human research ethics w3o



Human subject protection) %30 (%) ﬂﬂiﬂﬁﬁaﬂﬂiaﬁaw’lﬂﬂﬁﬁﬂﬁa (Good
Clinical Practice) sia#l Lonansfusasnisevsudoslivaneny warlunsdifionans
fusedhiszyiunuaegdedldionarsiusess feenliliiAu 3 U duaudefundu
Tasamsifeiieveunsinnsananauznssunsaiesssuniide

A5N15985UNISNANTUISUTDIRZYFITUNITINY

Y VA v !

A5EUVBTUNITNANSUNIAIURSEFITUNTIIY LN I8Tndwendns e UUSHITIUITY

Y
v
L% [

wardmaAduiiug (Miiga3esTIun153de) Avegluiiuniddnauame du 2 91A13 3 ansinaila
nsunng wnendeidiesln nsdwi 0-5393-6026

1.

Sruuenasigesdusuduuunesutasiiegavenenars @1usa download
1Aa1n website 91U3TBULALINATUNUS (MUIBASUFITUNITIVY) VDIAUL™
https://research.ams.cmu.ac.th/site/article?id=2
lunsdiflasensideduazvesunuluanzmaiansunnd arseunisoydiann
ﬂmzﬂimmiﬂmmmuﬁLﬁaﬁaafﬁau Seazduresunisinnsansiuadesssuls
Tunsaflassmsiseiuiulasinisitevesindnelurnzmaianisunmg aas
umseysRNe N ssUInwnazauznssuNsiiatenou Saazduvesunis
N5UIPUISBETTULA

AMENTIUNNTISUFITUNITIVY D19DIAUTIUNIIVINITIINAULATINATIUTD 2
WAz 3 LAZNAITANAIUITLTITUDENAEN
mstulasanisy msuveliitdesndy 14 Jureuimunnisuszandeazyszniely
website MMUUINITINUITEUAZINAFUNUS (MUIBATETTUNNTIVY) VIR
dlowmindiddnaus Wsuenaisfituresunisfiansauds aeasIdeuay
auysoivesionashudowiu mnldauysaisudandu wmnauysaiudanedniums
oonluiulnssns (acknowledge) lsifBuve uaziausiav1yms seld
nsnuMuURasandndulneamenIsuN5e3essINNTIde Wulunundninoue
wazuINIUTINglWIsAENNISUIRSE U (Standard Operating Procedures) 984
ANIENTIINTAIUETINNTITY NeasufoyiRuazysyneld
Han13NaNsadnduazysenialy website n1elu 2 Tuviinis nasn1suseay
AugNIsuNT MnBuardtuiinuiwanisfinnsanegradunanisludaBuve
wenfuniladesusedlasinisise lunsdifilasesnisideniuanuiureuain
AMEATINATIIYTITUATIVUUAD
Inideasdumiiulasinsidels e
. lasundsdoudaninisentiunsiasulngAmgnNITA1TIS85IIUNITIVY
(Certificate of Exemption) %30
2. lasulususes (Certificate of Approval) AUATEEIINATIVY UATEILNTINY
¥ aeluszzinanfissylulufuseaindy maifureuduasesssuves
Tmamﬁ’%’amagﬂszi’w'%al,ﬁﬂaaw,ﬁaimf’ﬂé’ dlonmenssunsaiesssunig


https://research.ams.cmu.ac.th/site/article?id=2

[

FTuiuImInaiuniseaeliazaziinansuaznenduns1eNs1ounsIse
HLUNINNTIRY

10. Asssutdoy ldfasssudeulunistudeiauslasinisideiiauasun1snansun
JUTDUTIRTYTITUNITIVY

NE1SNABIEUUTENAUNISNANTN TnanalUll

1.

$18A1TNTIVADUAMNATUOIUVDUNETIUAITUDSUNITNAITUIRSHETIUNNTINY (AF

01-007)

2. Junundenanun

3. WUUANUBNNSSUTBIAIUISETITUNNTING
1) wUUNesy AF 01-008 @1nSuUUTLANIATINITRAINUITOENIUIINNITRINTAN

PUR3533U (Exemption review)

2) WUUNBsU AF 01-009 dnsuiszinnlasaniside Nlanudsaieddntioy

(minimal risks) @13150L0U15UNISAINTUIAIUISTEFITULUULIIAIULA

(Expedited review)

3) wuUesy AF 01-010 dusudsetnnlasenisndenuidsdiumnuidsdntos

(more than minimal risks) t#BL715UN15WINTUIAUITEFTTUIUN U8 YL
AMENIIUNTITUEITUNNTINY (Full board review)

LONEN5TRAILATINITIVY (Yoyad mTugld1311n19348) (Participant Information

Sheet)

1)
2)

nsadunsmeasandudag Wldwdemudenugiiily ICH GCP
ns@mdunsisensdanvaansuenmieannismeasandusue vionis
FWenangAnssuetans Tlivenuaiuteonuziily CIOMS Guideline 39
45CFR46.116

LONANTLANIAINNEUEDN (Informed Consent Form)

Toiaualasen15idefiauysal (Full Research Protocol) Fterailuniwiinense

89ngy MTiTeazBunlulATINITERENURE Fal

Foln3an1333e (Protocol title) Liasdunasfufl (Version & date)
%a;ﬁ%’wé’mmzﬂ%’aém (Principal and Co-investigators’ name)
Headuayun153de (Sponsor) wag/Mseuvasyuaiuayuni1sIdY (Source of
funding)

NINAY *ANNSUALIYANG (Background and rationale)

TgUszaannisIde (Study objective) fideds outcome fiFaen 3T Iimsnzi
SULUU/N509AKUUNITIVY (Study type/design) 1au parallel group trial,
cross over trial, factorial trial, cluster randomized trial ¥ian15UnUa

(blind) F8msgu nsldemasn viiavesday



Us391n37id0an15@nen (Study population) YuIafIeg19kaz3EA1uI
Sruaufidifunsitermue/suiuidiimmsidoiame site nveann
SuvpnuavanILTiveAN B aY

TBNsAALERNHUNTINNITIAY (Recruitment of participants) laln tneusins
ALY LNAUAINISANDEN LNAUTINITNBURD INAUTYRLATING
aonuiisiiiun1side (Study setting)

38349 (Study method) uansseazidenvesisideiazly saufadeyad
ABINISLAU (WUU case report form i) wagsyezattun1saiunsiaay
Funou

WNUNITILATIZUNNSEDR (Statistical analysis plan)

JUUT2aNaUN15398 (Research budget)

7. @NESUTENaUTRLEURlATINITIY FUTUUTLANNITIVY Faonaduteladanila

PIDUINAINTY ANUSI8N5ABDLUT

LUUaeUNNY viseuuudunwal

wHuiiy Wameslawansudidnsiunside

Laﬂms@jﬁaﬁ%%’a (Investigator’s Brochure)

wuudufinteyarUae (Case Report Form)
annUseiRlaturesITevanuagidusid nIeusEUNTOUTUATYTIIUNNS
Felunywd

v A kL v v va | va

WiladeaunInNAUF AT IUNTHRITYTINeY AN IAIYY/ M8
vidodsiavihenuduneuenaalz

nilsdosusesnmsasearduluy (indemnity) w3enisdeUseiu (insurance)

mMsemIaweIInMRivtemaiiievieditrsiumaiseiutieiesnin
MY

Yonnasloudie¥an (Material Transfer Agreement) lunsd@fifinsdatan
Fanm 1 1don 30 inden Welse uazduq saudeansiugnssulud
an1tfuduvislunasineUssina uazifuinfandenarduningaumadygn
Yo Inedeidedual wavervnenauselenlidamaivdly wuutennatens
Tuuuresanes vieuuuresuvesantuduily wiesidomeasunqunis
viudetansio nsviateYaguiloiasefiunisiiesigivields uaznisuus
uavsglorivniAntudandyd



LHURITUNDUNISEUDDLEUD IATINISINEVDSUNISNANTUISUTDITIRTUSITUNITIY

o

duAaUMIINdaLaalazemsuiavasumsiarsansusastiaaesssunsise

30
3
w?n
3 - 14 .
= fudataunslasamsiaztanarsntiarvas
= s s - - L s as
= a Nuudmsnuiderazimaduius (Mursafesssunside)
—= 7 =
& H 2 21017 3 AALENATLAMILWNE
3
x
o
Talnsuti
=
=
=
2
=1
=
_;§ AAADVANUATUHIUYDILANEAT
=
aR
=
@
AV
ir
§
=
T _ .
2 2 Exemption review Aarsanuendszian Full board review
c € o o = o o
g, '}R; szeznaIeElens 1 danf M3RNITAUILATING STeTRAELEWATT 1 LB
=
9
Expexited review
w szgznaImLiiems 2 dlaii
w
= £
2
w e
r B - AIFUMT 2 MW 4
S @ LAVINIT WAITA vinnalse i@ ALTATIUNITA
2 G WAITA
G
lajweneuel laiiumau Wumou naaunly Taiifuveu Wiureunaaunly
| LAY LasiiuYay | iuveu | RGN |
. ! ! I ! !
= o » o o o o o o o
= Jusinga@iu . dusindaaau Witedesusaan Fusintoaiu Judindaana wilsAosusee uAnVaa N
= ” ye 55 ¥ ” v
2 apams NIADIY3891 wdapams wiaeams Imans AINAMS
2
s Warsan Warsas Wiansan Warsan Warsan
o2
=
e

nihlasemsise

w 4 o o o Y wa
NWIADIVID9 dog 1 ']d_' WUANIUVDUNG
- seluBugIal dasduiondisaseniinedieiies 1 LGau Aounrnaey

dafor luenaliata o e Ua9InIsNMT MElL 2 LaBts

- MUUOFINBNUANUATING 90 3 LhaLk 6 LHOW U5 N

- demnsandngalasanisivg wietaSadulasems




L UADUADUNITATNLEUIU

AT5U8TUNMTEALINTINNTTHRNS DN UDIADIZNTIUNTTTIE 5TTUNTIVY

(Exemption review)

==
=

FEHE A AU U SH AM TN

- wisgdemalsedidadansating uazdonlsdawdmamaninnsanligidenely 1 SUant wdsTuenas




JuUROY

STZLIANNUUNS

SULAEATINADUANIUATUIULONATS
159115398 911U 2 YA

10 W

v

Usgiiunsiulenans asiunsu Amunsia
159713 wazeantusulenansiwngidy

5 419

N2

Juiinsnazdenlasansideluseuugiutoya

v

LAUBLATINTIRLFABLAYIYNIT HNBNATUINAY
nsodasauaUsEsLoUR

N2

LAIHANNSRANTUNVOYAIUIINAITNANTUN

10 W

v

dumildoudananisinnsan wuduatu
1a59n15398lTuwily wasiuwiluliludienans

5 919

N2

Juiinseazidenlasansilasuniseydsly
STUUTIUTeuA

5 419




- = = oS e :‘ “ ) 1 1
m‘ﬁmﬂlﬂﬂﬂﬁﬂﬁﬁﬂlﬂmm‘iﬂﬂﬂLMQiﬂ | ﬂLﬂ-lHlequUL’ﬁ'ﬂ A
(Expedited review)

FEHLIANANTUMTUI IR AN TR T
e ooy =L ] - - ] ar o E - W R @ ar - o ar
‘s luTenidaiaantating uazdonisdoudsnamainnanigide nmelu 2 SUami wisFuonans




JuUnBUY

STZLIANAIUNS

SULAEATINABUAINATUNIULBNENT
1A59M15338 §117u 2 90

10 W

v

Usgriunsniulenans asiuiisu Amunsiia
159713 wazeantusulenansiwngidy

5 419

N2

uiinseazdenlasansITeluseuugiutoya

5 419

v

LEUBlATINITILABLAYIYNNT DTN
NAUNTBIALARLTONKBUNUMIULATINNSITY
o = P o °
nilauggImgluavinineddes uiu 2
AY

WM / JUGURNY

N2

InAIATINTILANTIUAIT 2 AURINTAN
wouuuuwuuTUnAMULlun1sRasan

AU R /
N351N13 2 AY

7-10 W

v

PVNITIFOUANANITRITUNLATINTIY
wazlausliarIuNy/ Usesu / AUR aauy
AUAPY

AU TR avuiunisey/
UsE51U* / ABUA

ya v

WAIHANM TR TUAEITEMSLUTE
fianvselind (E-mail) uazdwisdoudenalyt

L3

Idslunelu 2 dUanv

1 lag

v

Aunnilsdandananisnansan uduativ
1A59N15998 wUUTURNANUTAUNTSUNIS AU
il wazinuuiuliludionans

5 419

N2

Juiingazdualasensnlasunisouds
Tusguuguteys

5 Y77

N2

veouliAlinAmauLnudmIunITUNITN
#915ULATINTITYUUULSIAIU 9N 4 LAD

2 g




Foafimsanluiiussyu  (Full board review)

msfuseadeaissssulumainideiifeadesfunyed dmdulasinsifefifaudoafiua
doadniosuaslidiunasion fusa fasuuuuiadu

fATedusuumveiunsiuseadintessuwuuiasanluiivssgy (AF01-010)
wnanTszneuniandauelazims 3 15 ¥ (@TUAa 1 YA + 4 14 9A)

* fuansnsioufuamauszay 2 S *
mnivanuuufmve uazianansidiuafo

https://research.ams.cmu.ac.th/site/article?id=2

e

Fwiiln asissauRuRsUiTuTeEnEIs AL

TEMIATIAdaUANATUAINTBLENas (AF01-007)

¥

g rﬁ"l'ﬁm-:m'ﬂuﬁ\h:qunm::fmumﬂ

fmuanTussyumn 2 e

v
HAN1sHAswY
v W I W W
wiurau inraundainuiulsa Uiulsaufluadhaunn LaiiAuwaun
(Approve) ufilumuAnznIsums ufrdadun (Disapprove)
LEUBLUE wasu vy ¢
(Modifications required (Major modification P —
prior to approval) and resubmission) lidiugaun n¥au
1 v | VAR
{ﬁi’uﬁq'ﬁaqﬂmzmﬂmmﬁu tiu E v -
v ua=Huresumsfinrsummumaud Eﬁ“?’ﬁm
fanwilade St
Jusodlasams l J
(¥nssusea 1 ) ﬁﬂ'l‘:m'ﬂui’nh::quﬂ%qﬁa'lﬂ €&— AR

FepzL M AU I IHAM THAN TN

- wssgUnamsUszgy maduled sl 2 fwims wdamsuszyy

B ke oar L | - - 1 ar - - B e
= uﬁ]ﬂq‘:ﬁmmﬁlﬂwmﬂmanmuna uazaawuaaauaawamﬁwmimﬂwaqw

melu 10 Fwihms wdamsuszy

10



11

SULAEATINADUANIUATUNIUONAITIATINITIAY AR 10 Ui
311U 15 9n UagUsenunsiuenans
Juiinieazdualasensidy lussuugiudoya AU R 5 Ul
1A39015Y
wuelasTaIMMTelmarIun1s Annsanaunses AU ORI / 17U
LaARRONLBIUNUNIUNEN 3 AU LAYIYNTT
MyuaiuUssyulagaaunuIINNTINNIST AU R / 77
WVIUNTT /
N351N13
Yooyl tunannisiinAmeuwnui sy AU ORI 19
AZNTTUNITIILTIINAITIVY WiouYINlUdIAYSU
RuuarseYonuEnITUNIT
FAvIANFUAIRIIB U UNIUTEN AU R / 1w
AYIUNITT /ADIUR
wirsnlud AUy LareTenIsung AU R 30 Wl
wissuvedailyUssyuuazianansiieItes AU R 17U
WeyUseygunie E-mail wazdndaonansl AU ORI / 7 3u
ANZNTIUNITIIUFITUMTIL feunIsUsen | lav1unis /Usesu
aumth 1 dUat “
wissulwdienasiodausluiiuseyy AU R 2 Ju
o a v X Y a < Y o a va Y
YpuzAiuNsUTEN antuiindefniiunay AIRNEN 4 - 5 Fla
TOIAUDIULYRINTITUNTT HAMTAREY 1ieTuiinly
31891UNTUTLYY
NFONUUVATUNANTUSEYN (AF 03-010) tausli AU R / el 2 Tu
1@UIYNNTI BN wag Scan WWuguiuy PDF 1h LAYIUNIT AEEINTUTEYY

Fuduledanuides aely 2 Yuviinis nasiu
Uizl

N2




12

[

IRMIsEoUIWANITNTULATINTINY LEUD
BNATLIWANTATU TaYIUNTS
AznIsuN1s Wudasuny uazlauaonassuses

TUsesuLasAMURARIUINANAU

AU R /
LaYIUNIY/ UTE571U

el 10 Ju
MENRINTUTEY

N2

WAIHANTNATUNVERINTIUNI E-mail wiay
dontladeudadidenielu 10 Tuvins naadu
Uizl

WUHUAIUY

ety 10 T
MENAINTUTEY

\Z

Auuiladaundnanisiiansan uduatu
1A59115398 wuvtuinauiunssunis Mluwiy
waziuwiuliludionans

AIRNEN

5 919

N2

Juiindayalasamsniiiunseudalvisiiun1side
Tusyuuguteya

WUH U

5 917

N2

AUAINBULNUAMZNTINNIT WFBNUUUNANGIY
nsiinanelnaunsRus wislouRuanaulnule
NITUNNTT AUATLLADITUIATT LATTIUTIM
nangIunsteuliaunsRtiu
(muuwIUfuRluaniunisal Covid-19)

AIRNEN

2 g

N2

$19 Tuiinsngaun1suseys lauelilaviynis

ﬂﬁ‘ﬂ’]imﬂ@]ii‘l"ﬂﬂﬂ‘NiﬂEN’]‘L!ﬂ’]i‘UiS‘QlI

AIRNEN




13

ng) surdeuiiendas

ada o a

1. UssmAnnuzimadanisunmg 3es AvuanulfoRdmiuinidouasitanidunisniy
WNTFIUAMTUAMENTTUNTITUFTIUNTINY ANzmATANTWING WnInendeidiesing
e, 2560 (Uil 4.0)

2. Ussmanuzinafianisunme 15es AMvuauuuUfoRinide (fisd) dmiunsiuvesu
TPUTIIYTITUNNTINY W.A. 2562

3. Uszmaamzmaian1swwng 13oe dommuanisiineusudiunsinuniteiiieadostu
Y

4. Uszmannznadanisunmd e deruuanisiureiunisinnsanidaiessiuniside
dwiulasemsidedilasunugamunmsise

EaR R S R R S S R S R SR R S o o R SR SR S S SR S SR SR SR SR R S SR SR SR S R SR SR LR SR SR SR R o o



adun 04.0 (Lnuhauu 03.0)
Suntsuts 1 wquniau 2567

VIUUSKISVIUDD8UazIInAauwWuUsS
(KU28DSUSSSIUNISIVY)
AtUsINATANISLULWNE UK1DNENAaLGaV KU
thsAwn 0-5393-6026




atufl 04.0 (wnuilatiu 03.0)
JUNGUY 1 wewnIAN 2567

ITUUSHISIUIFYUALINATUNUS
(M28238555UN15998)
AMZWNANANISLINNG W INB1aeLde9lun
nsAnm 0-5393-6026



v U av

YouuIUHUA : winUURdmTuTndY

Auu : 04.0

ENUNaUU : 03.0

Inwaduiinlureunanes: Guideline V.04.0.docx

fnsavasulan : UUSITNUITEBALANATUNUS (MUI8238555UN15798)
YU 2 81AT 3 ALIATANITENNE UMINe1BeTealun
INsANA 0 5393 6026
nsans 0 5393 6024

JunFuldanu : 1 Wawn1AN 2567

FNYVDEIALATEN : ANENTTUNTHRIUNTTALTUNTUINTEY

AMZATANITENNE UINe1aeTedln



AU

[
a va v A

wurUfURadull WunwivjiRdmiudnideadun 04.0 T we. 2567 Fala

v ada o a

USulgeliaenadasiudsaliun1suInsgIuueanenIsuNIsIsusITUNITINY AMsATA
n15unnd unninerdesdeslug (Standard of Operating Procedures) atudl 05.0 Taed
Fguszasdiiedugdiiodmiveransd 1nide yaansuazinAnuiluauzimaianisunng
uvninerdoidednl fvszasdasimsideiifdestuuyed IWumsukasiileinsmieuun
UftRlumsiuauelasinsiteiieventsinnsaniusesdeniesssumside wWelvnsideduly
MINNENATETITURATUUINU TR duasilinanuidedaunin uagaliunisogned

385554

AMYNITTUNIHAIUNTTANTUNITUINTTIU
ANZINATLANIIWANE U Ineaedesing
1 wgunau 2567



GUETY

50
At
a3y
wannsiialy

o meAeMAsTesiUIyE

o wdnTdusTIIMTITeTAETesRUIYY
uwumeufialunnsiiuvaiunisiasanduaiesssuniside

o MaulssziunIIAsweslasINTIe

| £o

o 35N5URTUNITNANTAUTUTOIDIUFIIUNITINE
o ienasfiFesBulszneunisiansan
wHudstunaunsA LI
mssufiunisvasinddeanevdeilasenisideldSunisidiuvey
o msudludinislasiniside (Protocol amendment)
0 FWUAINATINUIVENATINITIE (Progress report)
o msdsauu dilasimside viiehiufoRnudefmua (ntervention in
protocol deviation / Violation /Non-Compliance)
o NMINENUNsERlATIMTITenaufmuUna / 5¥§UN1539Y (Premature
study termination / Suspension of a trial)
o FEnuUANUUanNY (Safety Report)
o Twnudugalasanside (Close Out Study Report)
UTIYNTY
ATANUIN
aMAruan 1 Yszanlassnsidhisveunmssniiunsfiansanvesamuenssinig
I38533UN13338 (Exemption review)
AALIN 2 Yszanlasssddefidntisvesunisfinnsanuuuisenau (Expedited
review)
AANUIN 3 MITgUENAISHANIANEULBNA T U3 INNNTITY
Mg tenansteyalsenaunsreauBueulauNIsUBNNET
o dawdl 1 enastuasidniiulasmsidedmiuglng
(g 20 Tudysal Tulv)
o dwfi 2 nansuanirnuduendniulasiside
fee1e wnasteyalsynaunisvenuniayladnsiulasimsidedmiudn
o onansuaninundenlaiifiulassmsisedmiuiiney 7 ds s
13 Yusysad
o enasuaminundenlaiiiiulassnsisedmiuiineny 13 fs snd

18

18

21

22

23

25

28

31

36

38

40



20 Uusysnl

o e enasiiasidnialasimifodmaans

o fheg enmsiiasidrslasinifoddang/dunual

o feg1e nilvdeduyedlidnSineunsnnae
MAKNUIN 4 Advocate
aanuan 5 dnnuseinlagturesidevanuasdide sy
AANWIN 6 Tonnasaneleuian (Material Transfer Agreement, MTA)
AAIn 7 WosuiusesnsiiunsUseiumdvinmsingangnssunisasy (lu
nseldu project vostinAnw)
AALIN 8 Fegmsudludfisdinn/des (Example of major/minor

changes)

a3
a6
a8
a9
50
53
63

64



wann1sN2l

av o4 v o ¢ . .
N13398NNYIVBINUNYBEY (Research involving human)

019158 1n3e yaansuaziindnuilunnzimeianisunng svinerdeidedul fazvi
mdslunyed desldsusylifviomureurnanznssunisasesssundelunywdiduaednuel
$nwineu JeazanunsaBudidunIdels

nsvzdnilasanisiezdniung Wuidenioli wardniuideud fodufeatesdiu
sywdvidelsl Ipanienuseluil

n53%8 mnefs nszuiumsfuaegadussuulaeiiingussasdiiioainsosdanag
Tnilnedsmeinenmansiifuilseniuluauin uazesdaudildlfegnaniisnang n1sidelu
wUftRatul mnesudimsidemsanmans (biomedical research) udeafugunn way
MTIVYN NN ANTINFUNN (behavioral research)

Research: A systematic investigation, including research development, testing
and evaluation, designed to develop or contribute to generalizable knowledge (45CFR46
subpart A)

ns3deiieadesfuuyed n1sidedideansidundadeya (n) Tnemsennnnsy fausiug
fuyana 1u n1sduntval nszividen vie () lasdenainszifouyanatsansaume
(information) ﬁ?uﬁx‘i%ﬁmﬂﬂaiﬁ
meiTefiAeatestuiyedlununufifatul wanesud
- MEANYINTEUIUNINISEITINGT Tuadl wdenenFinen vide nIneuausssods
uMIALE (intervention) A9t ldnagidunisnienin naad ndenisinla lu
ynraUnAnIenUIe
- msneassdTeuiisuiunguaiuny (controlled trial) Lilefnunansuaueseds
19 Tunsitiady Jesiu wiesnw
- Msfinwueea viseyuwy lunismeuauessreislag Tunistesiu viseshw
- msfnwmginssuyaaaliilae Damevieduneldivnnisal wazdaundensieg

a o 1 a wa . = a wa 1% 5 I
N1979Y (research) 1931NN15ULUAU (practice) AD N1TUHUAIIUATUETNINULLTY
nsnsgvigauntaymavamyananseyusulagliisuinsgiursesuuiliinisgua Jeeiu Snw
wnsgu Mlufisensulunguiv@n Tuvasfin sty Silidvsivwddadn 3830ady Josiu wie
) & Y A = I3 YA N v Y oa = a . .
Shwtiuesldnadviseld Fadeanesdrnusiietiududefnvseauugiu (CIOMS Guideline)
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nana3BsITUNTITeMNLIasiunyed (Ethical principles of research involving human)

a o

ndnasusssunsideiifsadesiuayed flAide (n) Unlesdns dnde3 auvaonsde
wazauduegfirvesiidniunsise wae (v) aunmvemanuide
Tunsideflifetestuuyud TnifefadandnaTosssuiiugm 1Wud (n) nsenswly
uAAa (respect for person) (¥) AsUsELEWY (beneficence) way (A) AIUERTITH (justice) AT
a3Ul3lu The Belmont Report wagUfuflviaenaaasiunanasesssulagodowuimisluysenie
wseUfaamIakuINaIeseiiuute vy Fareludl -
1. The World Medical Association (WMA) Declaration of Helsinki-Ethical
Principle for Medical Research Involving Human Subjects, 2013
2. The Council for International Organizations of Medical Sciences (CIOMS).
International Ethical Guidelines for Health-related Research Involving
Humans, Fourth Edition. Geneva. 2016.
3. International Council for Harmonization of Technical Requirements for
Pharmaceuticals for Human Use (ICH). ICH Harmonized Guideline Integrated
Addendum to ICH E6(R1): Guideline for Good Clinical Practice E6(R2).
4. 45 CFR 46 (US Code of Federal Regulations. Title 45 Public Welfare
Department of Health and Human Services Part 46 Protection of Human
Subjects).
5. dumnasesssun e luaululssmalneg adul wa. 2550 lngsusuasesss
nsiveluaululszmalng
6. wlsvgwitwRkazuImnIUuRn13deluayed alu we. bees ng d11nau
NTI98UNIA dtinauninsgunITeluau

wanim1swluyaAa (respect for person) Wunisimsnnisindulavesudazynnadn
gudnolidumidnululasinside laglidngslaeenfiaduing visetedumeieuluseg nanns
wanalnen1svenudugeulaglideyaniuama (informed consent) walunsalyanalidanunse

a

andulaldfemnunnsaananeniols wedsseudnn fidedesiiunnsnmsundeadufivaudiae

e Zde

N1599ANEULNINFUNATEINUNY VY YTBRINY TevIN1sveRuEuaunlidawindey
Msmnusnasiu winsddeshivndeanniuautasendnaiuefisssy Asyanasinalllasu
HaUseleviannlasanisidy

uona1ntu Wnidedesszinsziinisazifinanududiuda (invasion of privacy) &9
wnedensdnsdeyadiuyaralagliliiuougin viedleldsuougnua Adeaseialdlianudu
vosuaraililaliteyauniilva (breach of confidentiality) sfiodndunisauidingns

wanauuszlavi (beneficence) unsUszdfiuanandssesunsofiniaitaziingin
nsdsulaseinside uazuanuasnsanaudedivdetesiian Ussiiuusslonifiasini
avamveaiinsiumAiderdesedsny wazuansnasnsiiuusslendliunniign suanudsssie
Uselovuiimnuauivisauna

°

wuaUfURg U3 atui 04.0



| 3

aNANEASITU (justice) uN1INTZIEATTLAZUSElEvURDUARAMIBAIILLENDATA
Liudauenma Wewd Arawn wsugiug wazdnuvardug uandasdnuvasUssnsidenis
Anwide inusinisdaidenidt uasnsdnidensen wavisll n1sfnwiamznguanunsavilining
WRRAVINZaL LU Anvinskeassidsssrnsiidnusndutondumendarib
nAfeflafoRlvaenndostundniiesssusil
UnITenemdtiniaujUalviaenadeiuuinsgunsuiua vesesrniseundialan
(WHO/TDR. Workbook for Investigators, 2002; WHO Standard and Guidance
for Researchers Tu WHO. Standards and operational guidance for ethics
review of health-related research with human participants, 2011)
2. midsfiafianudifenfunmsidouaraiesssumAdeiinsadestuuywd
nifedesdulasamsifeynlassnisitisadestuuyed ieveamiiureudu
BusssumMsiTeanammadanisunng sniusienisfiszylieniuainnng

a

Asanluwnyuiadull

VU Ay =

4. tifefsannsoussseanudssiodunseuoaiatutuyaraiinndyuidy

Aidnamn1ide viodidnsiunsidefidninduuidelunndunou uazaunen
LERIINSNNTUTIINIANUE TRt aLna

5. inifefiansgunsinvianuUasnieredenaisuarANaUIeteaiisINNT
Fulimnyauiusunsefierainiuainnsamennudy

6. Unifuaziudniunsiteld ndsfueulinusnglulonansiuses (certificate of
approval) u&avintu LLamwmim‘i%’dﬁmﬂuizstLamﬁlé’%iJayﬂawi’]ﬁ?u n19
Lﬁumumw‘%ﬂﬁimﬂ’li%’maﬂmmﬁ‘ﬁsawgﬂwi’w%mﬁﬂaamﬁaiiﬁlﬁ wn
ANZNTIUNI59385550FTEIT U T nsAndunsiTeldmunsaunaonaunin

Avunisreludzailindvizuaznendunseniguswiomidnsiuniside

msidelunduyanatszuns ddliannsadndulalddaszasslnomnainuaainnig
nMsduthenisne 3n niomazanimuinden liud guasliannsadnvmels wu lsaend
TsAuzi3eszaraaing gisinnuunmsesunisdnaule Wy infifinnuunmsemnsdn anamsadh
visedmnuinunAludungingsy vunguiiesvideriiliannsadeansmentningld nguauliiiog
faeluviosanidu fasengfiogluanuanamei dnlnwwieddests ndudasy aurevey fiaw
visefuneeanin inflegluaniuanaeit amsnsevilddeile
N metedullaunsomdmeuldd Tunduyaraiuszuistiosndy
U ATIFEYIMIeIRAuIBulz lUTmuIn1sItady nsdesiu nsshuilsanse
Homavnmdadudnuasanglunduyaaaimaii
A, Aselieusulahnduyaeamdriuasivomad-fmandnanmsifelude @
o lunsdifimaideldneusslovideguanditnsaunisite maidedusadifiag
Aoaduenuidsndniios vieameynneliauiuldifiendnios way
2. fyaratiuieerwaunsnfiaglieubusonld Fesfidannini funases duny
pungvane videdunuiinanzay ueygis nedlndulumungranefiieidos
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Tuvilasinsgideeanansisnisuseiiuinyanatudeiiaiuaiunsaiiaglvinig
gugeulngadinslale

wuINeUUATUNTELYRTUNITNRNSUIAIURTEFTIUNITIY

wielrinsaidunuidslunysd Wulumamdnaesssunsidouaziumma joana
Suapyiliinanuidefinunimuazdiiiunseguiatesssy Sadmuauuama§Ualunsduvedy
msfiasanduaiessamaidedmiunide dil
1. dnideduynainsuiedndnuiludsfinausinadanisunng waziduimin
Tn5am9398 AdanuUszasdazdniuniside desdulasenisidennlazanisi
Rerdosiunyed ilevermifiureuananznITuNNTIsesTIUMTITE Tuay e
Y390 TUNTENLIUIINNITRINTN

2. dn3enduypains wietnfnwludsinauzimatanisunng wasiluiesisoy
TRelulasanmsidenimiilasinisideeguendsinamgs winanidun1s3defug

a

funfuuimsluanzs FosdulasinsidovennufiureuannaAmuenssunig
353N T IuNYwdvasAnsnATANITLINNE

3. inideiduynains nietinAnuiuendsfnaazmaianisuwng wasduimin

Tnsansideiiianulszasdazdniunsideluamusinaianisunng feady
Tassmsidennlasaimsiifeatesiuuywe Wevedunsiansanainangnssuns
WessmmAdelunysdvesanzmaianisummg lnod

3.1 Tassmsideiinenuidssgs vieierdostuyanaiiiannaudszuns
39 #oaile19156 nieynainsidsinamzinadanisunng
uingdendedmidugiuide viefiuinulasinside el ns
wisdndrunnszamaznsivelunsausnanuifa nieusglovy
duln Bhdulumuivmilasenis/{5ids viedaluayunnasiy
LaEARAAABIiUITIENIVITNTNITY wazwuIn1sUURdTnau
AMENTTUNITITEUNIRA tagliuuudrumilsdeoyyinain
foafuliyuvesyaainsaniz szyiteygalidisalasinside
vidoiduiuinwlasamsidedion 1 atusndenne,

3.2 lassmsAideiinsdsuuvasuanundayaains wieverdndunivel
ynansazimadiansunng Welfudeyaluyszneuludiumives
9338 M3eBATILMIU waglasansananafiudayaannngusiiedns
mangan1tu Wiinidedureeygmdiuiiuioyaluiuiivesnms
INANUALAEATI LAgLUUniTadeiuTeI93esIsunNITIdeaInantu
dudaia (63 viell lsdudesdulassnsidevesunisfinnsanan
AMENITUAITITYSITUNTITEAULINATANITUNNE UANITOUNYIN
okl aglunasiitavesnnuinarauBuyeuniauavetoanadas
WAaEsNY
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4. Fihlasimsideuasdsuidduludiinnueimaianisunng deesiunseusuniu

a

a aw oA ) ¢ . a
938553UN15I98 1504 (1) 938555UN19I98TuNYEE (Human research ethics 38

Human subject protection) 138 (¥) N15UUAN15ITeN19AFINNA (Good

Clinical Practice) 79il tananssusasnisavsudethinuneny waglunsdiiienans
Susee lisvyiununeiedeldionarsiusess Neantvldifiu 3 U duauds
Tungulasans3ITeLiNeveuN1s NANTNANANENTINNITITETITUNTITY

1A59n15/1A59N15398 WUIRANLSEFUANULELD WU

1.

2.

3.

Trsensdasesnsisefidanudesiosunn Wesnenuliasainndsliifeitos
funyeed @11150995UN1TENLINAINNITHINTANVDIANLNTTUNITITYSITUNT
3581 (Exemption review) (Usziannsidefidinesniiunisiiansan wandly
D1ANLIN 1)

Tasan15idedisianudessliiuainudsadnides (minimal risk) 39v05Un13
NAITUIMUULTIAIU (Expedited Review) 31nAENTINAITIIUITUNTIVELA
Uz isefidtnsvesunisiiansanuuuisiaug wansluainuwan 2)
lassmsAdeifinnudssiuanundsadnios foweumsiosurluiivszay
ABZNTIUNITITUTIINNTITY (Full board Review)

A5n115985UN15NATUISUTIRTUFITUNISIVY
ANSHUVDSUNITNANTUINIUDTYTITUNINY AENTLIRAWDNATIUTY 91UUSHNS

Y Va v v 1

Y
(%
o Y

NAdguarimaduius (Mieasesssunside) swegluiundinnuanes u 2 81013 3 Ay

WATANISENNE UINe1aeTedlud Insdnwy 0-5393-6026

1.

Sruruena1sidesdusiudanuunesunasfiog199090na1s @1150
download aa1n website IMU3TBUATINAFUNUS (MU18A3855TUNNTIVY) VB9
AIY

Tunsdifilasamsisoduazvefuyuluansimaiinnaunng esriunseysiian
ﬂmzmsmmiﬂmmmuﬁLﬁaa%’aadau SevzBuvesumsiasandiuaiusssy
1]

Tunsaiflasimsiseduiulasinsisevestindnulusnzmaianisunme aas
m"mﬂ'rsmgﬁamﬂmmisiﬁﬂ%fﬂmLLagﬂmzﬂiﬁumiﬁﬁm%@mau Sevzduvesu
n15TanauIsesTTUle (AfiegsmuunesususaInIsiIunsUsEliunIg
FNsiagAuENITUNSERU TUAIAKYIA 7)

AMIZNIIUNITATEFITTUNTIY D19BIANUAUNIGIVINITIINAULNTIUNT MITD
2 4ag 3 LasNaNsNIAUISUTTUOE1UAYY

nstulasannsm msduvelitiesnit 14 Sudeuimunnisuszyudsazdsznie
Ty website 9TUUSHITUATULALINATUNUS (MUI8TUFITUNTIVE) VD
AT

dlownthiidinaua 1esuenansiiduvesunsinnsanuds asnsideunny
auysaivetenarsluidosiu minldavysaiazudandu winauysnindaas
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dufluniseanluiulasenis (acknowledge) WEuve waviausiaviynis
solu
7. MsNUMINRNsudndulneAnenssuN15958535un15I8 9 Wuluaiy
nannakazkuINn1UIIngluIsandun1su1mnsgIu (Standard Operating
Procedures) Y83nnzNTTIN3a38535UN AT NnaufoyiAuazysyneld
8. wan1sHITURRFUIzUsENIAlY website A1y 2 Tuvinnis wasnsUsEYN
ANYATITUATT mﬂﬁ?u%ﬁﬂ’uﬁﬂu%’qwamiﬁmimashaLfﬁJuwmﬂﬂé’qQ’ﬁuma
wioufunilsdesusedlasinsise luns@ifilasinsidernuaudivseuain
ANZNIIUNITIIYTITUNNTIVE UAD
9. dniveavBuiuiiulasensisuls e
. lasunilsdeuaniniseniiunnsiansuilagAuENITUAISISEEIIUNNTINE
(Certificate of Exemption) %30
2. Iasulususes (Certificate of Approval) A1UA3EEITUNITIVE LAZEINITA
Weldneluszesnafissylulufusesindu nmadfureudusiesssuves
Imqmﬁ{fﬂawgmzﬁ’w%Lﬁﬂaamﬁ'almﬁlé{ dlepmznssun1sasesssy
M358 Wurmnsnduniseelazasfindniuaznensunsiefisonss
GiaﬁgLsﬁ’lilﬁﬂJﬂ’]ﬁﬁquM%@ﬁmiﬁ’]Lﬁumﬁﬁlﬁlﬁiﬁmmwam

lenanshidesBuUsynaunisiatsan el
1. $189N1ATIVADUANUATUIUVBILBNEITLUNITVBSUNITHAITUIRSUFITUNNTIVEY
(AF 01-007)
2. Juiinddedenmun
3. WUUAIUENISSUTBINUISUEITUANTINY

1) wuuUWesy AF 01-008 d1uSulssianlasenasiianuisasniiuainnis
N9190U1A1UTE5TTU (Exemption review)

2) wuuesu AF 01-009 dmdulsznnlasensive fflenudsaiisndntes
(minimal risks) @11150L015UN1SRITUIATUISETITURUULTIAIULA
(Expedited review)

3) wuunesy AF 01-010 dmfuuseinnlasenisfifinrudssiunaudes
\@ntios (more than minimal risks) Wiensun1siarsansuasesssului
UTEPUAMENTIUNTIILEITUANTINYY (Full board review)

4. enanstuadlasaniside (Feyadinsugidnsaunisite) (Participant Information
Sheet)

1) nsaifidunmsvaasandusiae Tildwdemudouuziily ICH Gep

2)  nsdifidunsivemedinsaansuennieainmsaasandsug vie
NITEMaNgANIIUAEns Tulvaanuautaiusiily CIOMS Guideline
%39 45CFRA6.116 NIDANTBUULUILALAI8819IUAIANLIN 3 VDILUY
Uﬁﬂ’aaﬁ’uﬁ

5. sUkuumslguenaisuanimugugey (Informed Consent Form)
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NsdeuenastoyaLazveAUBusaNdmSULU1IuNTITY 398919
Tsunuvuagiomuuzirluivleduesdidnauaiosssuniside uio
WIMNRAzAUKUUIBNAT T RYakarYeA LB uEaNd mTUNTITeNeRdiln
Tuusewnelng (Guidance and Template of informed Consent Form for
Clinical Trials in Thailand) wagU3uiiiennliaenadesfuuiunniside
fiall msivhdaiieniunmaiusiuen 14 viedawedoyadiuyaaam
wangaufulasimsidedu douugirluniadeuenasuaniniubusey
WATFIPENY N1AKNUIN 3

Hiimmsidedenmnauandou u-dou famnuiiumenuies Tu
nsdifigidniunsifedoulalld Waiastaflounumsas ludumes

[
Y

Fivetiu Wasnuuaz@euiu-fou-U fasnumiumemieasuieiu
- nsdifidniaunsideiiong 20 Yudysalduly Wilenaisduag
1AT9N5EMTULLU59UN15338 (Participant Information Sheet)
iieldUszneunsindule
- nedififdhdmnmsidetony 7 VTuly wilida 20 T u3ysal Te
ANUBULENIINFUNATEY (Parental consent) UazAunTaula
NN (Assent) Tng
n. iiineng 13 Yudysaituly widslaite 20 Sudysel o19ld
onansteyaunzvanuiusenlusUuuuuasienade
fuiilddmsugunasesls Buusifinidedinlunisi
anudnle TneuSudruuntsbiunzauiuiin
v. fineny 7 YuTysaituly usddlife 13 Buysel wonans
Toyauazuwuuuansauniouladmiuiin (Assent form)
asfisnuusasiiomithedensvianudila warlsins
M denudorsusuiilédmiviunases arsldniuli
wnefuteuaseRumsfinuaeain emaisasouagu
ogatioslulssfudvieluil
(1) Wnlasumsfigidnsinnisive
(2) TngUszasAvraINITIY
(3) szovnanlasUszinaiinazeyalunide
(@) WinazfesUfRmetilsuiessifnerlstufuiin
5) wWnagldfuaituidssuaz/viedaauly
avanauigeylsvng
(6) Winanunsanudunasewmtownndniodidula win
NYoaady
(1) nshsalassnsidedulumeaiuadinslaas
aansovenidnilelafle
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nsfigi1sunTITelienysindt 7 Yusysal fiduenaludesus
Aunsaulaanin useoravemunsaulaaininaiea1an
Wnvild) TneffunAsetegsiumzronuBuganaInin waz
Aunasendugasuvlunisdouansnnudusenliinidisiunis
398
A & I o Iz ' | ¢
nsMIwAn/HenTluaniudia 1wy a01uawAsIEd @a1ulsn
$U anuida an uiauilasu aniuduasesaiannIn vse
anusuideaan Tligunu (advocate) AfAasautAnua1ANwIN
4 Mhifduladedudnidy anduide wazaniudnand Nl
wasnmurauiguanaUselesdliiunn Wuasnusinduden
U3 MTOEUNATOINNNYINEAIY
Tassms3deniluiiesnisiivsusin 1 vielawmedeyadiu
yanalngliinisnsgyisiesanewasinlavedienindengliiy
10 ¥ Wiveanuduganangunasedlagataliesveninunsedla
INAN LIUAMENITUNITISHFISUNITITEY Windueg9du
nsveRunATesasulunisdeuaniarudugouiluuiU il
N A av & | 2 A &
n. Asann1sIdeiuselevilaensedeguainaniiidy
ALU1991A1539 saflaudssldiiuanudssdntes
T dmusaunsamaulanuunis asuuluniedanansainy
UL
A a o | ¢ | 2 A &
9. nsaNnN1s3Teldiivsvlevilaenssieguainaniiuy

L

Airsmmsifeuazianudsaiuamidsadnies 1o
fadnmuazansaasusluvildouansauiugen Luus
Winegluminudnaseavesdainieusaiaulaaunis
mzmgfiiavIounsandsTiavioarugy nieldu
yaralimuaunsavisalaiieuliniuaunsa vieeyly
anmitlienalsinudusenlivieniuddsena wiodnn
uazansmanasiuasiinguanedydRlvianasiuld

A. funasesfiasunuBusonliifinidiunsidoanduden
wseiidisiunaunases lunsdiiivisdnuazansandedia
veliogluanmdilvinuduseuld {3dveravaniny
fusenmnianasosquaiiiniueg

A A

aay v av & w v o
- ﬂim‘VIgJJLGUWi?@Jﬂﬁ‘nﬁ]EJL‘UUI}ﬂiﬂ’MMﬁﬂMﬁﬂﬁiaLamauli

'
Yya o ¢ a

ANaNse Wveaudugeuangeyuiaviegivinyaunaia
EATIR

aAdy ¥ Ay & v v ivee o
nssiginsun T duduienlididndy vinauanansalunis
anaulatingy WrsunissnwluaniuneiuianiuguaInia
sudInaviedliiidemaudsnsfoyuiansedving 33y
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919UBANUBULONIINAANTA HAUFUAIY NITBHYNNIT W Ius
n3dl wildlegvasAuauanunsalunsdndulonds Tveainu
fugeuaniUiednads mnguasliugendniiuniside as
Hulumuenusvasdiy
- fAfvenalddeyaniofedrsiiamiioduiunisfanses
AuautRvesyanalunsitisunsidelaglidesreainudugey
Tunsdlit (n) {ideldvooygyrnlasinaviedutuiinanyana
yi3ofunulaeveussvaIyAnat ULl wie (v) fiduldsudoya
viomegniinmiinsudeyanalasmaihieduiinnyssiden
yiodsdamsniiivinuly vl Tasesn1sidededldsunisends
WiureuNAAENIINNIIsEsTIINTITe Ao U idpazduiiuns
aananlel
- fAdeannnsavesniunsasuulundsdenansanudueoulaly
n3dlf (n) enansuansauBusemduenaisiieriifideyad
awsnaniwingidiiunsidelduazdennudssiefidnion
n93defifsusndeyatalvaniognidame il douluill
aunsaldlanulasenisidenaaeten ndndusiayulns nie
isesileunnd w3e (1) Tnssnnsidenennudesiedidisiunis
WeldiAuaudsadniios wagliiReadestudunoudauniuga
fosfinisasunBusenluuiunduiiuenuiunnside sisd nisve
gniiunsasuulundsdeuanininudugeaunangnd fI3uad5d
vénguduinansliingiifunsideldiansmnudugendis
N33
- naelinsiunsITeauulundsdeulansainudugeuniaiuy
wanamunTenlands fidedesmaudiunenaisteyanazve
mnuBugeuvideuvuLansaamieslafiasand ligidrsiunns
Weuiuld 1 4n uaniAulingidesn 1 40
HI98a11150908NIUNTEUIUNITVBAIUBUEBY (Waiver of informed
consent) ¥309BAAKUAINTEUIUNITVOAINBULBY (Alteration of
informed consent) v3elvdayaungid13iun1s3deiiiesusdiula lunsdl
sluil
n. Wulassnidefineanudssiedidisiunisiseliiiunuidss
Wntay niseniunsedauwlainszuiunisveniinduseyliine
Ademerednsuaratanamuatidiiiunisite n1eidedu
Tumauulianaunsavidnsalamnldlasuniseniuniennudas
NITUIUNTVEAUBULRN UaENidIINNMTITenTedunulagyeu
sssuazlasudeyainainffunmsidelunenduielafnud
Wiagay
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9. Wun1siTesdrsialaslduuuasuniudiannsaiindusong
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Inséni Bafidelaudelvignousuuaeuaiusunsudeyaiieaiiu

AN5IV8NERE WBUTENIUNITHRAUIII19LNSIUNNTIde NI B Ll

<

wazfnoulidndflarlineunieliidiniauniside vl wwuasuna
doslifiusziuigouln wazdneudoslidunduiunzusgs uas
nssuAukuvaauaufasliiin Ui nen e

A WunsidelunnzeniduiisniudedieeIesdlownnd (ie)
dlatheindiae uazeindesilownnd (5e) duiindngiumis
Fnmstenaiivsslesidedihe s nnzandudindn vl
nafssefiazvenuBusonangiinsiunsideniedunulag
YoUsTI Worvar il fivensuldilnaneturieiini

Nyva v a cal & o Y A A A - 1
4) ﬂﬁmﬁ‘\pﬁ]ﬂﬂﬂ?qﬂﬂigﬁﬂﬂwg\]glﬂlﬁﬂwq@']@EJ’N%'JJ‘I']W“V]LVﬁaVﬁ@LﬂU@aaﬁl’N

FanmisLAnnlasInFIdendn ien1s3delusuanfideliaunsasey
Tnguszasdn1sidelnegraidn {Ienrsdnvinenatsusenaunisveniny
8u8OUKUUNTIIN (Broad consent form) wuNIINLATINITITENEN U0l

NIIRRINITIRAIASIF0819TIn W TrdutataualdulasanIsuenaAIamIn

5 wininmidednsmenmEiinsiunsidelulasnside dnidedesveny

gugananFidnTiunsIdslunisanenmuazimeunnmeng (giiegnaluy
A1ANWIN 3)

6. Yeraualasin1sidefianysal (Full Research Protocol) Faanaiduntwilnenie
9ange AsHeasdunlulasiNsITueeetey Al

o

o

o

Felasens3de (Protocol title) 1iosuuasufl (Version & date)

%a;:i‘i%’wé’ﬂuawﬁ%’aim (Principal and Co-investigators’ name)

HAtiuauN15Ide (Sponsor) kay/viseunasuativayun1side (Source of
funding)

a o [y

LAY nannIshaztnNg (Background and rationale)

Y
[

faqUsadn1339s (Study objective) idafia outcome faen13in
ATIEA

FULUU/N1508NLUUN5IRY (Study type/design) LU parallel group
trial, cross over trial, factorial trial, cluster randomized trial ¥HaN1S
UnUn (blind) F8n15gu nsldevaen viinvesday

UseannsiidesnisAinen (Study population) 1u1af0819uar TN
ﬁi’ﬂmu@%’ﬁ"mmﬁ%’aﬁgwm/ﬁmw@,%i"mmﬁﬁ"}’maww site N1599
AnudugeLaranuTiveR LB UL
TnsAmEendlinTiun15398 (Recruitment of participants) Ll ingui

N1SARLIT LNAIINISANDEN LNINTTAOURY LNATERALATINTG

o anufisuiiun1ide (Study setting)

°
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ada v A

3539 (Study method) wanss1vazdenvesisidofiayly saufsdeya
AINTTLAU (LWUU case report form $1e) Lazszegattunsaniunig
usiazumey

WNUNITILATIZUNISEDR (Statistical analysis plan)

JuUsEaaN13398 (Research budget)

o

7. na1susenavtatauslasiniside Judulsennniside deenadudelatents
P30UINNITUY Aus1en1SelUl

o

o O O O

LUUABUAY YIBUUUFUN 0]

WUy Wameslawansudidnsiun1side

Laﬂmif’jﬁa@ﬁa (Investigator’s Brochure)

wuutiufindeyastae (Case Report Form)
onnUsyiRlartuvesiTenanuagdidesin nieuszyn15eUTITYTITY
ndgluned (@fegrslumanuan 5)

Va 1 1

MiladeaunInNAUAIIAYeEITLIIUNTAURITYTINEH19N1ATYY/
“

B
A
wiheau viedsinmihenudunsusnane
nilsdesusesmssaea@ul (indemnity) wionilsdouseiu
(insurance) N31eATAEINNTAUTENEUevsaddnsunside
Futheileswnnside

Yonnasloudne¥an (Material Transfer Agreement) TunsdlifinnsdsTan
Fanm 1 Fon T30 iaden Welsn uardu q Tawdsansiugnssuluds
antuduilunagineuszna uasndiuinfandinariduningauma
Yeyavesmnineduideslnl tazorananauselewldandadla wuu
Fonnasenalduuuresnmslunianmin 6 viieuuuresuvasan1iudunle
widesiilevnanaungunsiudsYansio navinaneYanideiaiedunis
AnTzivaende uarmsulwausslemdmnidatudonded
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LN UASTURDUNITAN LU

A5VBSUNSEALILAINATTIRNSANVBIAMILNTIUNISIIL SITUNTTAVE

(Exermption review)

LN AANTUMIUAIHAM THAN TN

Y B o

¥ oo o A o - ] o a g - a o« o
- Lmq'ama'lﬂwmmnmuna uazaumuaauwﬂamm'nmhqunw'lu 1 dUai wasduensns
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o o = o a W 4 d o 1 1
mﬁusaawwwsﬁu'lumsm’numnﬂ'aﬁa J anﬂé“UUﬁ 307U
(Expedited review)

R
e
vv_w

F

SEULNAALTUM SUIINAM THRN TN

‘weiemaluseisdidansating uazdonisfoudanamaimannlidide melu 2 Suami wasiuienans
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foafinsanlufiuszgu  (Full board review)

msfuseadeissssulumeinidefifeadefuiued dmiulasaimsidoililanudsafuany
deoadntosualiivinnusionfusasfinnsauuudou

ATeducuudmveiumsiuseadindusssunuuiinnsanluiluszgu (AF01-010)
wnasUszneunfondaiauslasamst J1wau 15 ¥a @TUIN 1 ¥a + duun 14 ¥a)

* fulenananoumwuamsuszyy 2 dUanv *
mnilvasuuufmvauasianarsiideadoléd

https://research.ams.cmu.ac.th/site/article?id=2

Ewithiln asraseurmuasuiurasenasmy

1UMIATRdUANNATUSNYBNBNES (AFO1-007)

vndriansanluiiussyunaiznssumst
fivuamsussgunn 2 ou

’ HANTTHRAITAUN |

Wiuvau
(Approve)

h 4
ganvllade

Susealasams
(Wmsfusea 1 D)

—

v v
WinraUndRINUIUIUT Uiuusudlvagnann Liviuyaun
ufillumunamznssums udrdatunld (Disapprove)
wuauu Al v
(Modifications required (Major modification T i
prior to approval) and resubmission) Lidiugaun n¥au
1 J wnKa
' .
fdvdfoyauazonan i@ = v -
wazfuvefumsinsamumudl @"'%mm
l mMsAnau
fsanluiuszyuadedaly B AnUR

SEILAANTUMSUAIHAM TR TN

- BssTUNaMUszgn maiuled aelu 2 inhims wdamsvszy
Y e oo o dm o -~ o« ' ) ¥ -~ Y e o
- Wiaidemaluseaigdidanseling uazdisdoudsnamavinnsantidive

melu 10 Fwhms niamsvszyu
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N5ANTUNITVDIUNILA1ENAITIATINTIVE LA UNSHAUYDU

1. maufluininlaseniside (Protocol Amendment)
mMaudludinfulaseniside (protocol amendment) #1884 MeUABuRUAMAZNNS
sSuneswazdunifiuduesnaluniinisvedlasinisifelaenseinduanednualdnes nsudle
AInNad AsUARuAINISUAlueNaNTlATINTTIde 3815338 FFTATendey a tenansdeyadmsy
fuae gilotindde (investigator’s brochure) tonansfidnvhiuulus iy Wamosusswduriug
Jusu
sevianisddiunnide dnideersduiudewdlufinfnlasinsidedemamans
Usen1s awwuﬂmﬁlmwuLmJLwaiwwaawuaaauﬂmnWWmemu IeUselevididdvnmsiiatu an
Anudsssiofidinsiunside Wudy
11 nsufludinidulassnisidelag dnidoazdesduvesyiinisudlym de
AuENIIUNTIEsTIINTITEnASIney Frvannsosuiunsld Yuudinswdsuudanside
ﬁuLﬁu”LULﬁaﬁﬁmé’umwﬁLﬁmﬁ‘u;:JL%'Wiauﬂﬂi‘ié’aaeiNLiwhu WA FoeTerunsiUAsuuUas
fusernznssunsalesssunsidensly 2 §Unv udlddidunisluuduiiovennuiiurey
1.2 wenansitinidedesdureysznaudie
- Suiindermnuiifideiuaueveudludiuiulasiniside Taoseymapanes
msuAludiandy
- amnalisuiisunsuily serindlasinsideenansiiu dulasenisive/
enansiudlufisndu (AF 02-013) fuansseasidonauniinuasussviaves
Fonnuiideanisudly uagdorulnl (Weusefvunvdetaduld) uas
WRHAYDINTITUA LY
- wuvveumsfinsanudludiudy (AF 01-013) finsendeyansudiu
auysal uazasaneiletevediide
- Tasmsdouazienansiiieades atuudlodfiadia
1.3 msfansannisudludindalasenisideiild 2 wuu (n) wouissau Mlunsdd
miLLf’flﬁzJLﬁmLamﬁu"l,ajdamwm?imLﬁmﬁuaEJ'N??Wﬁ’ﬁyﬁiaﬂﬁﬁ"mms‘i%’w%adammL?imlmﬁumm
doadnies (minimal risk) ve (1) Aansanluiivssgunmgnssunmsadosssunsddey 1lunsdd
miLLﬁ'lﬁzJLﬁmLamﬁudam’m?mLﬁmﬁﬁuaﬂwﬁﬂﬁ@ Gia;:JLﬁé’J’ﬁ"mmﬁ{fw%adaﬂmmLf?‘ismﬁumﬁm?iw
dnties inawinsinsanduluaudsiidunsnesgiuesauenssunisaiessaunside uni 9
uay 13 (pogrsmsuilufisiduunn/dos naxuan 8)
1.4 dleamenssun1sinduud drdinau areenvilsdoudmanisdnauliiuinide
15 Tunsdiinanisdndudu “liviuvey” dnideannsavimilsdegmssainanisindu
TnglvifisaziBonvosnauanisingeans a3usssu tovady vienguune MAeates wiew
LONANTVANGIU LAUDHOAMURA

2. 518997UAMNANIMTN891ATIN15398 (Progress Report)
Wnhfdineue easdeuTumuadITsnuaumMIntIveNTIdentneylily
ud Mlassnistaazasumvualudn 2 weudnaminazdaldladeneauanunnivi Ingudasiou
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HIUYDINI E-mail 38 e-Document U831inidy

fn3dedessenuanuinminvedasiniside deldaugnssunisg fnrsamuniy
saLiles (continuing review) Tlassnsidefidniunisiu Ssdaudsuazdsslovianmmauna
BIVEDIR

2.1 UN39uARIRIId0UAULLNAITTUTRIATINIGTITY Wag/MIoUUNNLINanIsFndy
aaznssunsssylidsnsnuanuinmindudanaivinle wasnioudedades 1 1feu
NauUAINUA

2.2 ﬁﬂ%%’ﬂé’faqaﬁLL‘UW\I@%M?USWEmumwﬁ’]mﬁﬂ (AF01-014) wazlonasdud
ANIENTTUNITITETIIUNTIAYTEY Lsau Juiininas Laﬂmimmmm‘umLmi'mmi’;%/wmaal,t,am
AuBugoniiliogtagu 1Hudu il '51mmmmmmmmamamamﬁ

- doyalasan15idy (Study Information)

- anuznndagiureinsidy wagnsiu/eudidnTiunsivy
(Recruitment of participants)

- ANUAMINLINTINE (Research progress)

- mawdsuudadulasinsidevielusansauduee

- Ussifiuieafumnudasnievesidisauniside (Safety concern)

- mn‘d?iauuﬂamﬁifa (Investigators)

- nsdeavu dilulasedneide wIeliviimuuuimisu{Ua (Protocol
violation or non-compliance)

23 msfansandadunazinasinisiiansan Wuluaiuisdndunisuinsgiuves
AMIZNTIUNITITESIINNTITE UnTl 13 Fadrtinarum ageenntsdowdmanisiiansanliinide
ety 7 Fuviinis nsdifiansanuuusaaay wag ety 10 Tuvinis naen1susest NN
Tuitusza

2.4 Tunsdifirauznssunis Sufsefunisdiureuding (suspend approval) w3asin
QOUNTSLIUYBU (terminate approval) ﬁfﬂ%%’amiﬁﬂmﬁuﬁaﬁuayumﬁ%’aLﬁal,aual,mumi
wAlw/USuUge (corrective action plan) lviRnuenssunis #1564

3. nadeauu fdiulasenside wisliufuRnudaninua (Protocol Deviation /Violation
/Non-Compliance)
= |y awv 4 A wva Y o = a waay 1 9
nsilsauy dEulasinside vseluufuiaudenimun wuneta n1sujuanlunseiu
Fwazdus/tuneuniusnglulasinisidenlasuanuiureuainauenssunis Wudalee3deds
lalaguresunisiansaundrunnlufinfulaseniside waznisnseirleg Aldiduluauszdeu
ToUIRUYIAUNATANISUNNE TowUHURUIUIYA (W ICH GCP,US FDA) n13n38%11fanan?
wudlau 2 szau
1) MadsauULINUIDDYINSIBIIE (Major or serious breach) N13NTEVinTIdNacD
ANNUABANEURIRIINTINNITIAY AL elovatlayaLay/MTaAUUTEASA
133398 veidnTINNTIVY Feguy
A g a v [ a Y v o &
n. mMaldsuiUastunaunsidesasaiunstuudimeniudndu wily
gunsrglanzntiduaziiadegidniiunsidelaedalilasuniseyd

wuaUfURg U3 atui 04.0
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MNAULNTIING 19U anvuneLileaniiv/matnafssueden
mawasusuusluingUsasdndn

LIRS UERn WIRrUIngIHn
@Lsﬁﬁ"mmﬁ%’ﬂﬁ%’umﬁLﬂusﬁaﬁmﬁiw (excluded, concomitant
medication)

T#%nans wuvasuam vieirdesiielnq fudiirsuniside Tnefianey
nssums dalylaonda

nsfuyanaddudidnsunsidereia aau iRl dulymunuside
\in/een

fuiirsiumsidodaniudnuissylilulassns
nsnsevsioyana eityanaddlildamuululudusomdndudidis
N9

nsfuyaraduduidniiunisifelulasimsiss deillususesileants
lngAENIIUN1TT vunegwakasdililasiaane
nszivinansideivyaaalaedililiasunulviaugueey
HenansvemnuBugeunuazatiuiuiinngnssuns oyl
AIUAUHLT15IUN15TTe $9lma (breach of confidentiality) 41
ponfimesnnwfiiideyadidrsmnsidegnalueviogyne
nslddesiverumitudaendeUsyiay serious unanticipated
problems/adverse events fiinlu site neluszeziandidivun
Llddehegnadenlunsrameiesdjifins uasfideiuinnssnuse
ANUUaRANEYBIH TN eANLANYyTalvastoya
ldenuanuimmihuagdengneununegluiuses

lais1997u SAE/unanticipated events ABAMYNIIUNNTISHTITUNTINY
laisfiunsau safety monitoring plan

2) msilgauutday (minor) n13nseyiniilidwasieainulasndevesidnsiunis

Wy anudneioveddoya wag/M3eauUsEasnl1sINITeveidnsINns

Y

98 ADY1WTU

]

=2

MY o 1 A 14 a va va o =3 ! 1
. lWlddeiegndenlunsraniaiesuiinig waz3demuinlinseny

fomuUaenievaeins NIy vieauanysaivestoya
AlinTIumMTIdeintn +2 Ju

A. suatuntsdoudninnudueeugidnsaunsideiduasuuwag Juiasy

2 2 P o &

PELADLAAUUALUN
ylaFedugauiuravtnviniell

v A a c{'d [ 'y a & 1 Ly o
Mmisdedugaunianuduatuasangly widswsatudiun
nsiavaneiureulsnseylulasansidy

- N9NNT3IT8U AN ST UUSEMM U MIlavSeARIATY
- fsumidelalafue

°
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a1, N5Asuin el principal investisator
2. Msadutemaalusuuasuny wewdsudesridntes
SefAdenumadonvundediiulaseinside idedesdsnonunindsauu/eiiu/ll

UftRauderimun (AF 01-016) soanznssunisaiesssunisidelaodi dudunisdeuuviedh
Hulasamsiteann fidefosserumansainigly 10 Yuiinis udmumnnisal niousiauans
snmsnsuily (corrective action) Vet W withildinaus avdmiladeudamanisfinnsundsdite
wagnheuiiAeades ndamsuszyn 10 Ju waglvifidoudamanisdnidunisanslu 30 u nds
lpsunilsde

4. NIFPNUNTYALATINTILNBUAMUA/52§UN153]8 (Premature Study
Termination/Suspension of a Trial)
N13YANTIINBUNTUA (premature termination of a trial) M8 N15EANITALTEY
lasandelagiinig
1) MgAsUELU1TINN5398 (Enrollment) fouAsUIUILYTE
2) wgafnn 1311015398 (Follow-up) neuasusuauadsnuiszylily
15971933
M3¥nlAsIN533892A51 (suspension) fanumanendrenisgAnisideneuiimue
wiagfuifissirrsuaragnduinduiiunisdolml mevdsdanisuitymiatadu el mngide
szfdiumssie FesduvooysAluguiuy protocol amendment
fiveiivihidudvegAnisidonoudmun/mssziumsidedans (AF 01-018) Tngls
wapaUsENey WioNAULANININNSAUAENS AnuUasnte wazauiduedila vesfidisiunns
3o lonuznsunss Rosanud drdnaus avdeduiinudsnanisfiasanuazuuulosy AF 01-
018 Masunilaguszstun Wigise nelu 10 Yusihnns

5. s189UANUUanAY (Safety Report)

FAdeiiniindl () srerumgnisalliaarnssunisadesssunside () danisqua
fidnsunsitediovsamenuduisfifindusufidisunsideluneuiiiamgnn sal Taods
yeunuvaende/mesrumanisallifieszad fil

1) 18na1351891udeyanNUA0AAINAMENTTUNITAAUALATYALATAIY
Uaonny (Data safety Monitoring Board, DSMB)
2) enumgnsallifielszasdfl “$rouse” waz “mgnnsaliiliniedn” waz “819
duiusivenide ¥3e35M19I38” w3e “gwn3” Tuamg (local or internal)
- Tuuurledunenumnnisallifislszasdviinionss genividomnnisald
limndn AAameluanzs (AF 01-019)
- 5wemnnd 1 518 Wuuumesu AF 01-019 amduaudidrsiunsided
AnnN15el
3) erumgnsailifieUszasdil “Heuse wag “hinedn” uay “o1aduiusiue
1y 39I8MTIVY” viTe “guns” uenAny (nonlocal or external event)
- 979997U 3 19U (Quarterly Safety Report), 6 {hau (Semi-Annual) #38 1

°
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U (Annual Safety Report) Td5unuuiiimunlaedlinuide gy

Development Safety Update Report (DSUR)
- dddgfeasldesnsnulunmineniedingy IneTuseiud ey
WNenfiumulaensdy (overall safety statement) M3oRUULULATUTIB9IU

wnmanilsifsUszasdiiandinlai$euss uazieuss ifiinnndt 1 918900
Lazuuulanssumgnsallifislsrasdluseuszogiaiseau AF 02-
019 ieUsznaun1sfintsan
1) senumansailifalsasdnirousduans (ocal or internal SAE) i sponsor

Falaildusziuagsony “mansaliiliniadn (unanticipated problems)”

- ldwuunesu AF 01-019
- 980N 1519 Tdhuunesy AF 01-019 audiuaugidisiunsided
AnRN15ed

v a

888481989 58UlEB MU TN s e umgnisadldiisUseasdainnig

Usegudununvesusuasesssumidsluaululssmalne we. 2554 dsil

wuINNURUANITIR M salliineUszasaneuseluanidu (Local SAE)

e ety N3BUNATENT 189 swewegils | lasseauselas
L3 1 =® s v o v ¥ Va v L%
wan1sallaifieszasad | viudl anelu 24 Fluands | Tdwuunenu 1. f3deman
Sreusaluaardunyinly | fidensrumsnisel WweanuRlnu Feuseylvivu
L3910 uLde 330 338 (Sponsor A3

winidudunsennAmudin form) 2. {3even
YDINUTINNTITY 891U
winn1soilifeUsgasdi | i anglu 7 Fu vds ARIENTINNTT
Froussluantudilifstu | fifemsuimmnisal 385ITUNTIVY
Al id159un15737

Fodia nioludunsiy

ANANNTINVDIFLY1TINNT

Y

wuINIUHUANIIII891U SUSARs Tusadu

foeseauesls NIOULIAIANTIETU 5180Up814l3 lasseanusielas
SUSARs Tuaa1tufsinly | - steeleeiineglu 7 | CIOMS form ARt
aranadasdedin ey | Juufiiu nasanglinu T891U1D
dunsIANAINTInVE | ITensumanisal ANIENTIUNIT
RGUGHGH - doyaannsinaudi 93UTITUNITINY

\Retesuazseaud
anysallaeisinegludn 8
TuUHAudaun (Mn
senuatuusnilauysal)

°
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Aoes8ueyls NTDULIANENTIEUY s1e91uegels lassnsaunslag

- JayalnaindnAgyly
JUMIEUNITANAIY
naniely 15 Juufinu

SUSARs lugniuiilidstu | - s1eemidagianielu 15 | CIOMS form AauYeRld

inlvienanadasidedin TuUfiu nasngliu LU

winldudunsenneudin | IWensumnnisal ANIENTIUNIS

R NORGRGREE - YBUANTSAANIUNG 3YTITUNNTIVY
Wanduansiadslaeiss

dloanznssunis fansauds d1dnaus avdmdedoudmanisfiansainiy
UolaualuzaenIINNIg Wigide aeglu 10 Juvins vdadsey

nsdifiUsziinAse fumaiiurey avaguiymimuuassvunnaligiseiausununis
uitly (corrective action plan) Aglu 3 ieu ey dhfiansanluiivssyu fideazisuduiuns
Ievdaaniiussyuiiafifurouusunsudle

nsdlvszaivAfinasunsfiurey svasudamimunazivuananliiidugnssal

)

nelu 3 hou
RyruAnn

mmmsnﬂﬂﬁdﬂizmﬁ (Adverse Event or experience: AE) wisnsalliiieuseaanig
nsunnelag 9 mﬂ@ﬂummimmaa% Fermdeensuansinaund (1gu Namim’;f\]iwmsmama
n130579M19 U URN1sAAUNR) 81n15man1saintenddn nien1ziiulig AT UVET
AN ITe lidegduiusiunsidnsiumsideviely mamimﬂluwwszamLﬂuaﬂmﬂmm

sunsenarain seneuazdnla duluanulunisidenstingaans wiiiuidenainulaly
USUNTDINITITENNAIANAIER LA N ANTTUAIENT

winn15allineUseaeANF18use (Serious Adverse Event or experience: SAE)
M e o cad a X A Yo I3 1% < Y a
wgn1sadlifisszasdlag nsnisunndifatuliolasue1vuialag Aniuwds Wunaliiin
winnsadlawvsnisainis Aadl
- {WNSIWM T EeTIn
2 o | Aa v oy av A ~ o aa A a eV
- WudueneanmudeTIadiinsinnside @anudssdsdialeniamanisal
TANVFNTUNAUNG B UEIVINDINTTUL TN TV AT I0)
- JnumadeasadiinSnvdmlulsmeiunarseneeglsang1uiauuiu
- HWUNITERNANURNT/Nan nd1Any MieguldeanssanIned1enns
nI00Y19d ALY
- MINAAANRNIY/AMURRUNALAE LR
- winn1saldaaliiinnenesineinisemiedaenssuiiiedasiunisiie
WMAN1Tal 1851801591901 L8 allergic bronchospasm #1#94015 intensive
treatment luunungNLAY weNUY
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Ggszﬂ'% (Suspected Unexpected Serious Adverse Reactions; SUSARs) Lwﬁmsiﬂﬂﬁﬂ
Usgasdanegnd (n) $reuse (v) landa wag (A) Jaduauyunisideasdednenaduiusiven

Anw1dy (reasonable suspected causal relationship)

bUANIT alfilin1nda (Unanticipated/ unexpected problem: UAP) L1116 Nn 17 0l
Usyauniaal vidsenadnsidunasineludnsuyninas:
- limednludnwazauguuss v udiiie Tuives (n) 3B3Tefszylulaseng
NFITeuaziena1sUTENaU WU LleNansUsTENauN1sueRNNEuseN Uag (V) dnyuy
VI3 IUNTITY
- Fhifdimnsideglunmzsanntuiimienie 3ol wesugia viedey 1Aud
NIWLNBUNIN

wian1sallsiieuszasAuanane (External adverse event) wgn1sainanisunngdulyl
flauszasdiniugidnsiun$ide ulasainsidendniunisiaeyaainsuendain ansinaiia
nswnnd W Ineaededinl Nelulssmakavaaseine

winn1sallaiieuszasaluanz (Internal adverse event) WAN130IN19NTSUNNE Ul
UsraAanifnduditnsiunisidelulasinisidendndunisiaeyaainsvesauzmaianisunme
wnmveaedesil [Wuimilasinisive luimgnisaliy azfietu a aauilanany

6. swmuﬁyuqﬂiﬂsqmﬁﬁa (Close Out Study Report)

n13Augan193de e Mideildduduluauiansnnatedunionsudiuniy
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AMANUIN 4

Advocate

Tunsdlfdudin/fionfluaniudng q 19y anuasnszs anuusniu anufide anu
auwariluy aouduesesatainin vioanuiuidsadin Wilkuny (advocate) Ailifidauldide
fulindds aantuide wazanufinan Aflgivdefivanzauunguanalsslevdliiudin Wuas
fufudnnsaviediunasesmungvanedie gy (advocate) faniauiAdsd

§46.409 Wards.
(a) Children who are wards of the State or any other agency, institution, or entity can be included in
research approved under §46.406 or §46.407 only if such research is:

(1) related to their status as wards; or
(2) conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of
children involved as subjects are not wards.

(b) If the research is approved under paragraph (a) of this section, the IRB shall require appointment
of an advocate for each child who is a ward, in addition to any other individual acting on behalf of
the child as guardian or in loco parentis. One individual may serve as advocate for more than one
child. The advocate shall be an individual who has the background and experience to act in, and
agrees to act in, the best interests of the child for the duration of the child's participation in the
research and who is not associated in any way (except in the role as advocate or member of the
IRB) with the research, the investigator(s), or the guardian organization.

Comment: Wards of the State. The special protections for children set forth in Subpart D include
additional limitations on some research involving children who are wards of the state or any other
agency, institution, or entity. Where the research involves greater than minimal risk to the subjects
with no prospect of direct benefit to individual subjects (45 CFR 46.406), or requires HHS Secretarial
approval (45 CFR 46.407), the research must either be related to their status as wards, or else be
conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of
children involved as subjects are not wards [45 CFR 46.409]. The IRB must require, for each child
who is a ward, appointment of an advocate in addition to any other individual acting on behalf of
the child as a guardian or in locoparentis. IRBs should be particularly concerned with the
involvement of HIV-infected children who are in foster care, but who are also not wards. Many of
these children are from racial or ethnic minorities. IRBs need to give special attention to groups of
children such as these who, while they need special protections, should not be denied the
opportunity to participate in research that may potentially be of benefit to them. Finally, whenever
institutionalized children might be involved in research, care should be taken to ensure that they
are not included as participants simply because of their availability to the investigator.
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9. ANSHNBUSUNIAUSLAUNSAINIUASUSIIUNTISeIUAL Y38 GCP :

GCP 4.1.1 The investigator(s) should be qualified by education, training, and experience to assume
responsibility for the proper conduct of the trial, should meet all the qualifications specified by the applicable
regulatory requirement(s), and should provide evidence of such qualifications through up-to-date curriculum
vitae and/or other relevant documentation requested by the sponsor, the IRB/IEC, and/or the regulatory
authority(ies).
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7. 48919138 NUTN VDY -
8. NMIANaUIUMIBUITAUNTAIRIUDSESTTUNTIdETUAY iD GCP :
n.
.
A.

GCP 4.1.1 The investigator(s) should be qualified by education, training, and experience to assume
responsibility for the proper conduct of the trial, should meet all the qualifications specified by the applicable
regulatory requirement(s), and should provide evidence of such qualifications through up-to-date curriculum
vitae and/or other relevant documentation requested by the sponsor, the IRB/IEC, and/or the regulatory

authority(ies).
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ANANUIN 6
1@U# MTA..........
Jonnasanglouisn
(Material Transfer Agreement, MTA)
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A298199 1
MATERIAL TRANSFER AGREEMENT

1. The parties to this agreement are:
Faculty of Associated Medical Scienced, Chiang Mai University 110 Intavaroros Road,
Sriphum District, Muang, Chiang Mai 50200, Thailand (hereinafter referred to as AMS

(hereinafter referred to as the RECIPIENT) and;
The RECIPIENT includes RECIPIENT’s Scientists as well as Principal Investigator / Laboratory
Supervisor/ Instructor
AMS CMU agrees to provide the RECIPIENT with MATERIAL, as hereinafter defined,
for use in accordance with the terms and conditions of this agreement.
2. Inthis agreement:
Material: means original material, progeny, and unmodified derivatives.

Progeny means unmodified descendant from the MATERIAL, for example, virus from
virus, cell from cell, or organism from organism.

Unmodified Derivatives mean substances created by RECIPIENT, which constitute an
unmodified functional sub-unit or an expression product of the original MATERIAL,
such as purified or fractionated sub-sets of the original MATERIAL, sub-clones of
unmodified cell lines, monoclonal antibodies secreted by a hybridoma cell line,
proteins expressed by DNA/RNA supplied by AMS CMU, sub-sets of the original
MATERIAL, for example, novel plasmids or vectors.

Modifications mean substances created by Recipient, which contain or incorporate
the MATERIAL (Original Material, Progeny or Unmodified Derivatives).

Commercial purposes mean the sale, patenting, obtaining, or transferring Intellectual
property rights or other tangible or intangible rights by sale or license, product
development and seeking premarket approval.

3. The MATERIAL covered by this agreement includes:

All biological materials, living or dead, originated from within the Kingdom of Thailand/or
elsewhere as listed in Attachment A

Any associated know-how, data and information

Any Progeny, Unmodified Derivatives and Modifications

Any cells or DNA, molecules replicated or derived there from

4. The RECIPIENT agrees that:
The MATERIAL is the property of AMS CMU and is to be used by the RECIPIENT solely for
(check only one that applies)
[ ] research purposes.
[ ] test, reference, bioassay and control (covering only their use within the
framework of corresponding official international test, bioassay and control
protocols)
[ ]training and teaching purposes

at the RECIPIENT's institution and only under the direction of the RECIPIENT.

The research / test to be conducted by the RECIPIENT is restricted to the project/ test
described in Attachment B, Entitled, “......cccooooieieiiiieicce, " (Principal Investigator / Laboratory
Supervisor / INStructor: .....c.coceeeeeeieececcee e )

The MATERIAL will not be used in human subjects or in clinical trials involving human
subjects without the written permission of AMS CMU.
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The RECIPIENT agrees not to transfer the MATERIAL to anyone who does not work under his or
her direct supervision at the RECIPIENT’ s institution without the prior written consent of AMS
CMU. The RECIPIENT shall refer nay request for the MATERIAL to AMS CMU.

The RECIPIENT agrees to use the MATERIAL in appropriate containment facilities by fully trained
and competent staff.

The RECIPIENT will notify AMS CMU of all research results related to the MATERIAL in writing
within one year after completion of the research project.

The RECIPIENT agrees to acknowledge AMS CMU as the source of the MATERIAL and data in
any and all publications and patent applications based on or relating to the MATERIAL, replicas,
or derivatives there of and any research thereon.

The RECIPIENT acknowledges that the MATERIAL is or may be the subject of a patent
application. Except provided in this agreement, no expressed or implied licenses or other rights
are provided to the RECIPIENT under any patents, patent applications, trade secrets or other
proprietary rights of AMS CMU, including any altered forms of the MATERIAL made by AMS
CMU. In particular, no expressed or implied licenses or other rights are provided to use the
MATERIAL, modifications, or any related patents of the MATERIAL for commercial purposes.

If the RECIPIENT desires to use or license the MATERIAL or Modifications for commercial
purposes. AMS CMU AGREES, IN ADVANCE OF SUCH USE, TO NEGOTIATE IN GOOD FAITH WITH
RECIPIENT TO ESTABLISH THE TERMS OF A COMMERCIAL LICENSE.

The RECIPIENT will use the MATERIAL in compliance with all his/her national and international
laws and regulations, including Pathogens and Animal Toxins Act B.E.2525 as amended by
Pathogens and Animal Toxins Act (No.2) B.E. 2544. The MATERIAL is experimental in nature and
it is provided by AMS CMU without warranty of any sort, expressed or implied. AMS CMU
makes no representation the use of the MATERIAL will not infringe any patent or other
proprietary right. The RECIPIENT will indemnify AMS CMU and its employees and hold AMS
CMU and its employees from any claims or liabilities which may arise as a result of the use of
the MATERIAL by the RECIPIENT.

The MATERIAL is provided at no cost; however, fee is requested solely for its preparation and
distribution cost. The amount shall be indicated in Attachment A

The RECIPIENT shall promptly return or destroy all information and the MATERIAL upon
demand therefore by AMS CMU.

The agreement shall be effective on the date of last signing below, apply to all information and
the MATERIAL received from AMS CMU and terminate on completion of the RECIPIENT’s
current research with the MATERIAL (within.............. years after the effective date) unless the
parties agree in writing to extend the agreement

AMS CMU and the RECIPIENT shall use their best efforts to settle in a fair and reasonable
manner any disputes arising in connection with this Agreement. If such dispute cannot be
settled by the parties between themselves, it shall be first submitted to mediation by a
mediator chosen jointly by the parties.

In the event that mediation does not bring a resolution of the dispute within 30 days,

the dispute shall be submitted to arbitration before a single arbitrator pursuant to the Arbitration
Rule of Thailand. Any such arbitration will be subject to such rules.
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Signed for and on behalf of the RECIPIENT

Date i
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Signed for and on behalf of the AMS CMU
Position : Dean, AMS-CMU

Date 1 i,

Signature of Wirness

Date & o
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Attachment A
Material Transfer Record

Faculty of Associated Medical Sciences, Chiang Mai University agrees to transfer the

following Materials 0. it et s as follows:
No. Material Quantity Remark
1
2
3
4
5
6
Preparation costs .............. Baht/...cocoeven.... unit Totalooeoeceeeie Baht
Distribution fees.......ccoevvevveirerinnne.. Baht
[ ] The materials will be picked up on ....../[............ YA (Please notify.......days/weeks in advance.)

[ ] The materials are requested to be shipped to Recipient’s investigators/ Laboratory supervisor/
Instructor shown below.

AMS-CMU SCIENTIST RECIPIENT SCIENTIST

SIBNATUIE: oo SIBNAtUre: oo
Printed Name: ..o, Printed Name: .....ooooeiiiiiiiiiiiececee
UNIt/DEPL: it UNIt/Dept: vt
Faculty of Associated Medical Sciences, Chiang Address: ......ccccceviiiiiiiiiiie e
Mai University

Date: .o Date: .o
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208199 2
Material Transfer Agreement

........... (1) (herein after collectively referred as “RECIPIENT”), in consideration of the receipt of

biological materials from Dr. ........ (2) e , Thailand (“Contributor”) hereby agree to the following

1.

terms and conditions:
The biological materials, herein known as the Materials to be provided to RECIPIENT are:

The Materials shall be used exclusively for non-military scientific research by the RECIPIENT.
The Materials shall be used only at the RECIPIENT organization or at RECIPIENT referral
laboratories and ...(4)....(the “SPONSOR”) and only in the RECIPIENT SCIENTIST’s laboratory or
RECIPIENT SCIENTIST’s referral laboratories under the direction of the RECIPIENT SCIENTIST or
others working under his/her direct supervision.

....(1).... will at some point during the study forward some samples for analysis to another CRO
laboratory. At present, this laboratory has not been identified, but when it is identified, the
Institute will be duly informed. This agreement and the resulting transfer of Materials
constitute a non-exclusive license to use the Materials solely for basic research and specifically
as described in the accompanying research proposal prepared by RECIPIENT. [Complete
research proposal with detailed material and methods have to be provided with the signed MTA
document]

RECIPIENT agrees to provide....(5)...., with a copy of the study report, which contains
experimental results obtained from the use of the Materials, modifications of Materials and
direct/indirect derivatives of the Materials once the report has been finalized.

Upon completion of the required sponsor testing, samples are kept normally for a maximum of
7 days and thereafter discarded per ...(1)’s... Standard Operating Procedures. Samples are
being incinerated by ...(1).... Residual serum storage may be required until a safe laboratory
data transfer has occurred between ...(1)..., and the sponsor Data Management. Samples are
also stored for pk/pd analysis for a maximum of ......(6).... after receipt.

Upon the effective date of termination, RECIPIENT will discontinue its use of the material and
will, destroy any remaining material. The RECIPIENT, at its discretion, will also either destroy
the modifications or remain bound by the terms of this agreement as they apply to
modifications.

Accepted by :
PROVIDER SCIENTISTS

SN AU . e e
Printed NamE: oo
UNIE/ DR oo
Faculty of Associated Medical Sciences,
Chiang Mai University
Date:

PROVIDER INSTITUTION APPROVAL

Signature:
Printed Name:

Position: Dean

Date:

Faculty of Associated Medical Sciences,
Chiang Mai University

wa o
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RECIPIENT SCIENTIST

SIBNATUIE. e ettt bttt et et b ereeae e e aereenaas
PrINTEA NAME: oottt ettt ettt e s s et s e ane
Unit/Dept/INStitution address: ... ettt e

Date:

RECIPIENT INSTITUTION APPROVAL
K] <4 = UL =SOSR
P IR NAMI . e e e et

Date:

Instruction: Add words or terms as follow:

(1)
(2)

Laboratory or institute which will receive the material

Site investigator’s name and affiliation (e.g., Dr. Thaitae Jitdee, Department of Associated
Medical Sciences, Chiang Mai University)

Indicate type of material, e.g., serum, blood, CSF, amount of material and number of
participants (e.g., Blood sample collected from a patient approximately 50 ml per visit for 4
visits. 15 patients are expected to participate in this study)

Sponsor’s name (e.g., Roche, Pfeizer, etc.)

Investigator’s affiliation, see (2) above (e.g., Department of Medical Technology of the
Faculty of Associated Medical Sciences, Chiang Mai University)

Indicate period of storage, e.g., 6 months,1 year. This sentence must be deleted if
pharmacokinetics is not part of the study.

Indicate Study Code (Delete this if not applicable)
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