ABZNSIUNISIILSSTNNSIIL LAY

AMSLAVIEAIENT 15INEIUIATINIBUR SOP Quu 2022
UUIINENABURAA version 3
(RUUUFUUR)

SOP: tumaun1sUfuRcuNIATgTY
YBIAMUNTIUNITAIYTITUNTIVE [UAU
ANSUNNBAEAT 15INETUIATINEUR

UWINLIABUTANS
(W.A. 2565)

Standard Operating Procedures for Committee on Human
Rights Related to Research Involving Human Subjects
Faculty of Medicine Ramathibodi Hospital
Mahidol University
(2022)

- - 9 Wbl 2566

SRS - o T i
UNuT SOP aliu 2022 version 3 asiuil 28 Moy 2565

v v« 3= 2 WO 2566

HAAYI o e B e

o L3 o oar -{ =
(H9efEATIN5E AT, wBLmMdYFna lanimasey)
UsE51UANENTTNNTTRIBSTIUNTIVE TuAY

RO = i T ) | | ey
u L

it b e .,m) 50 = 9 WL 2566

(FNER319158 wBunngUeziing f3s551)
ANUAASULWNEAIENS LSINENUIATINISUR UUIINeNaeuing




GUEIVY

1SS ENLAZNUTUTURBUNSUfURIUNIAS gL
Tassadauazsrunanthilvesaaznssunisasesssumsiseluay
AQZLWNEAIENS LSINETUIATINIS U
nssanslasinsidelmifisuvaiunmsiiansan
N2UIUNTTNANTAUATINIGIVY
N13UsEYANITUINATINT Ingd
nsAnanuagesafiasuanisaniiulasenisise (Continuing
Review)
N153AY1N31891UN15UTTYX
NSAAMINNITANTUIIUVDILATINITIVY
N15AANISLONEIT

1-4
1-19

1-20
1-12
1-24
1-21

1-8
1-4
1-5



N37UNTY
AMENITUNITAILTITUY
YIEFIUAULNTTUNIT
AT

ADIUA

Expedited Review

Full-board Review

TeoruAni
NUNUH9 NITUNITTU555UN5I8TUAN AMNEWNNEAERS
159NEIUIATINIBUA
NUNED ANENIIUNITIE5TTUNTINUIUAY ATUNNEAERS
159U UITUR
N8 UTEeIUANENITUNNTITEsTIUNTIdeluAU
AMTLNNYANERNS 1SINEIUIATINITUR
NUNEDE AZUNNEANERNSLSINGTIUIRTINBUR
VUNUD9 AUUAAMSLNNEAERSLIINYIUIATIUDUR
mudszmauleuignismiuaualasinsideluaunieluaue
TANUBIEAEINU 1ATINTITPUUULTIAIU
mudsznauleuienisiiugualasinsideluauneluaug
fanumineifedtu IasannsideiuunsuasrUseyy
nurwde #anu1lasIn19399 (Researcher /Principle
investigator)
el Jii13mnsideluau (Human Subject /Participant)
danununeRgIiuaalns
MeDa §33u7398 (Co-investigator)
D JITUarHIduTI



UNIINYIABUYNA

AMLNISUNITIIUSTTUNNTIFYIUAY
AMSLNNYATENT T5INEIUIATINIZUR

SOP
AUUN 2022

version 3

Review of Standard Operating

Procedures)

UNA 1 NISAALATIULASNUNIUVUNDY
N15U{URMUNINTFIU(Preparation and

WM 1 89 1

GUEIVY

UNil 1 N13IALATBAULALNUNIUIUABUNTUHURIUNIATFIU(Preparation and Review

of Standard Operating Procedures)

1599

Wada Wi
Uszaen
VBULYA
ANUFURAYOU
Nann1sUHUR
1. | ¥anNIs/AuIUfUR

1.1 Lﬁamsuaﬂ%’jumaumsﬂﬁﬁ’ﬁmummsgm

1.2 Tasesrevestuneunsufofinunnsgiu

1.3 nsldnnw Wit Whlade lelanw
1.4 mia‘i’mﬁw%umaumaﬂ;’jﬁ’ﬁqmmmgmaﬁ’mﬁa
15 miﬁmmmumu%umaumsuﬁﬁ’amummgm
1.6 miayﬁaﬁﬁgumaumiﬂﬁﬁ’ﬁmummgm

1.7 Mspunstumeum Uiy

1.8 msﬂ%’uﬂ'gaLLﬁlﬁU%’jumaumsUﬁﬁ’amummgm
1.9 Mmafusuatuiunounsufifnuinasgu

LONE15D19D9

AMANUIN

A A A W W VW W W W~ ~ P[P P P P 529




ANZNIIUNITITUSITUNTSIFYIUAY SOP
AMSLNNYAFNI LSINYIUIATINITUR AUUN 2022
URINYIaLUTNA version 3

UNI 1 ASIALATTULASNUNIUTUADUNNS
UURUNINIFIU (Preparation and w1 vas 4
Review of Standard Operating

Procedures)

uni 1
N1TIANTENLALNUNIUTUABUNISURUAIUNINTFIU

(Preparation and Review of Standard Operating Procedures)

UszaA

dieldfuuuamdlunsdnwisasnumuduneunsufinuinasg i (Standard
Operating Procedures; SOP) Zulvisl saufis msvasunsousd® uazduusudladunouns
U uRauunsgIu oS unedumeunisinuliudnugnssunisalesssunsiduluau
Wvthiiddnaus §39s wagdifsadosvesnuzunneaanilameiuiasuniua
WnIeEeNing lnen1sU URIUYeIANENTINNIT ﬁaﬂL“ﬂuiﬂmwu%umauﬂﬁﬂﬁﬁ’amu

WnsgIUnmue lnedunounsufifnuuasgiuiiteiduenaisaunuiiansawmeunsla

YOULUA

wamansaiistuneunmsutRnumasguiitmual3luiid Wldtutuneuns
UftRnunasguiesuatesamenssums Inedunsunsufoinuinasg i ATOUARUEY
FBNIFIAATEU NITNUNIU NITMELNS N15UTUUTIALY KAZNITINELNTHOANENITUNST
{3d wazfiieades

AUTURAYRUY

d1nnuANENIIUNITISEETINMTITElUAY ANTLNNEAAASLIINGIUIATINTUR
uyinendouding lasiarymsd uazddioiauiynisg danusufisseulunsinitunou
N15UNURMUNIATFIUATUING lEUBABUITEEIUAMENTTUNITY ANENTIUNITT NIT1TAN
numu Janldiunuiiureunds Jaasiausvon1siuTesnnUsTsIuAmznIIING e
§3unsiuseandaziauevoaylAnnanud anzunmomanslsmguiauniud ile
Uszneldvialy

nann1suHun
1. ¥anN/uudufun
1.1 L'ﬁuamﬁuaaﬁﬂgumaumiﬂg‘jﬁ’aa’mmmgm
watlemeonduunmuaumngauuazaseunqulunnnszuumasiney
Tnesadeusazunlaonadostuiden wazseasdoniomvestuneunsufiifieu
WnsgIuvzkanliluasdyveisadunsuinggu
1.2 Tasesrevestuneunsufoinunnsgiu



ANZNIIUNITITUSITUNTSIFYIUAY SOP
AMSLNNYAFNI LSINYIUIATINITUR AUUN 2022
URINYIaLUTNA version 3

UNI 1 ASIALATTULASNUNIUTUADUNNS
UURUNINIFIU (Preparation and w1 2 vaq 4
Review of Standard Operating

Procedures)

1.2.1 1‘Uﬁ§;dmsﬁw%umaumsﬂﬁﬁamummgm
1) a51dyanual (l0go) VDIAULUNNLFNENTLTINEIUIATINITUA
2) Femauznssunisasesssunsideluau “Aagnssunisasesssunmsidely
AU AMZLNYYAER SIS INYIUIBTINTUANNINEIRBUTARD
3) atufl uaz version
4) Faronans SOP:
n1971ne “775%@un751/517&707111/7@5g7wammzn5ﬁ/ms
959555Un 193981 uAY ABISUNNYAIFATITINGIUIATINIGUA
UM INGIFEUTNG (WA, xxxx)”
2118909 “Standard  Operating  Procedures — for
Committee on Human Rights Related to Research Involving Human
Subjects, Faculty of Medicine Ramathibodi Hospital, Mahidol
University”
5) Juiidald f¥avin JoutRdunounisufoRauannsgiu wieuvietuild
aULlA
1.2.2 a5y Useneudag unii wadesnay %QQ%umaumsuﬁﬁaammmgm hay
LU
1.2.3 fenudnyt Usgnaude a1ssesuiedenudwiildludunounisufofa
195§
1.2.4 hadendnludunounsufiRnunassuuiazun Uszneudae

1.2.4.1 Winsgay Tonszanvluenansnnmin Asil

ANIZNTITUNTSITESIIUN5IFe LA SoP
ASLNNYAENILSINGIUIATINISUR atudl <U a.a.>
UAINYIAIUKAE version <ALaY>
UNT XK <Foun>....... Wil .a... v89 .b...

29AUSTNOUVBININTEAY AD

1) A3 ANYAUDINUSLNNEAFNTLIINYIUIATILITUR

2) Fopnuznssun1sasesssunsiseluay
“ApENIITUNIATEEIIUNISIFelUAY AMEULNNEAIERSlSINEIUIa

JWNBURNMINE R EURNG”



ANZNIIUNITITUSITUNTSIFYIUAY SOP
AMSLNNYAFNI LSINYIUIATINITUR AUUN 2022
URINYIaLUTNA version 3

UNA 1 NSANLAIYUBASNUNIUVUABUNS
UURUNINIFIU (Preparation and w1 3 vaq 4

Review of Standard Operating

Procedures)

3) SWEMLNATVRITANTUNITUINTFIY
SOP atfufl U a.a. fle vanelavatufives SOP flas1svideuiulsmumu
version 9 M18LaY version velenasiinmuavedinsuiuasy 3y
31N 1 15e9aUEAU
wid a fie vunslauniintagtu uag b fie vanelawnianunves
3%6?’1Lﬁuﬂ’ﬁu’1m§’1uﬂluwﬁ?u 9
a) vuelarUsgdun unil XX Aenungiavuszdiunvesisdndunis
1AsgIu (3uann 1 Feanudiiu) wazande Joun
1.2.4.2 a1sdgylsesiun Uszneusae Seun msnaadess q vestuneuns
UfTRnunnsgiu vadendnuasiidoden uwasaunii
1.2.4.3 Lﬁamﬂu%umaumﬁﬂﬁﬁamummgm
1.3 msldanw Tnwiidaiau wlade Télaanu
1.4 MsdavhiuneunsufiRaumesguatusig
LAYIUNIT BAZHYIBLAUIUNIT FudunsinrhduneunisuoRnumasgiu au
sUuuUiivun aeandesiundnns FBUATRIL uasiUfoRnumasguiiieades
15 maﬁmsmmumu%umaumsﬂﬁﬁ’amummgm
1.5.1 detumounisufoReuuinsgiuatuine Iusesuamenssunis uay
ANENTTUNTSY lanumiukaglviveiauaunus
1.5.2 sauriadeiaueuuzainamznssuns uasusuusaudladuneunisufifieu
WINIFINRTUIN AUNANITRIITUIMUNIY Totauanus tngfaslniuaannaeeiy
ndnn13 BUFTRU wazuufURNuIesgIulAeates wasiiaueusysu
AIZNTIUNTY LilaYenIILiuTDULaY TUTEN
1.6 miauﬁﬁﬁﬁgumaumiﬂﬁﬁ’amummgm
%’jumaumiﬂﬁﬂ’aammmgm AlFFunsfusesanUszsun win WHNLAUDUBNT
fuseanazauiAInAnUARLELMEMERTlSINE U TINBUR Wninedeuding ite
aswuatueudfuavUsenialdsaly
1.7 mawesunitusaunsuiifnumasgiu
thiuusemauy website vasdrtinaus ielifiisdeuasiauloaunsndasu
5]
1.8 miﬂ%’w@qLLﬁlﬁUéﬂgumaumiUﬁﬁ’amummgm
naUsuUsauAletuneunisUftRaunasg i viediuduunln aunsansevild
pupusndunazmngay sifesaonndestundninasianatligiu Tnsegeiion



ANZNIIUNITITUSITUNTSIFYIUAY SOP
AMSLNNYAFNI LSINYIUIATINITUR AUUN 2022
URINYIaLUTNA version 3

UNI 1 ASIALATTULASNUNIUTUADUNNS
UURUNINIFIU (Preparation and wiii 4 va 4
Review of Standard Operating

Procedures)

Fosdinamumutunounsuiiinumasgiu lunng 3 9 uasnisu Suusaudlatunen
NSURURNULINTEIN 2RI TUNIMNTBIAUBL U YRIA TIAUTHI AN INNTU UR
wihfivesnnrnsIuNsatesssunTiteluay viedifsatesdug aunszuaunig
foudouuasnumutuneunsUfoinuinasg iWesusesuazeuiiflasanuisnady
1.9 MafiusuatutuneunsuftRnumasgu

Lﬁuﬁuaﬂ’u%’umaum3‘1Jg‘jﬂ’amumWmigmnﬂaﬁ'ﬂﬁuﬁawaqﬁwﬂmmﬂmzmimmi
WusIunsites wartufintuseunmsufifnuinasgwlussuugudoyaneufinmes
VBIFITINIUY

LONEITD9B

- ICH Good Clinical Practice Guideline 1996 atun1wilng (Usuusslna w.e. 2552)
wUalagnaamuane) dinauANENIINNTEIINTWALEN NTENTIETITUEY

- International Council for Harmonization of Technical Requirement, for
Pharmaceuticals for Human Use (ICH), Integrated Addendum to ICH E6 (R1):
Guideline for Good Clinical Practice E6 (R2) dated 9 November 2016.

- WHO standards and operational guidance ethics review of health-related
research with human participants (2011)

- WUINNN93EETINNINITElUAULIA FusuatesTIunTIdeluaululszmalng
W.A. 2550

AANUIN



AMIZNTTUNISITYFITUN15ID LAY SOP
AQZLWNEAENS 1SINEIUIAIINISUR atudl 2022
UM INYIABNANE version 3
unfi 2
Tassadrauazsrunantiiives L
ANIZNITUNTITESIIUNNSIVe luAL M 1 a9 2
ASLNNYAENSLSINYIUIATINISUR

GUEIVY
UNY 2 TAS983190 a2 81U ANUNINVBIAULATIUNITAIYSTTUNIFTIVL LUAY AUSLNNYAEAS
TsanenuIasIuISun

v o
#%IUD L3®4 w

QUszaIA
VBULUA

G HRTALRIGH
NaNNSUHUR

L N =

—_

1| dlignunalunisusanennznssun1sasesssunisideluau

2. | @UFUNUSVRIAENTTUNITIIUEITTUT NUNUIBIIUDY 9
2.1 ANUFURUSAUAMLUNNYAENSLIINGIUIATINDUR

2.2 ANUANNUSAUE1UW/09ANTIU

v VA v

(% v
2.3 ANUFANNUSTNUNINY

Y

a

2.4 puduiusiuIRnsdunnuaugwan1sIdelignaesniung g

9 Y Y

2 A VO NN

~ o  waada o Y
ITLUYU LL@%Wi%ﬁTﬁ‘UQjmmVIﬂJﬂWMUWVb

3. | 99AUSENAUVRIAMZNTIUNITISYSITU
3.1 AaNURYDIAYNTIUANT
3.1.1 NFIUNTAUNTWINEG (medical committee)

3.1.2 NIIUNIAINGIANENTAUNIN (health science committee)

. o0~ B~ P

3.1.3 NIIUMIEMSIRNRA U mansuazavduleninilo
91NN9NISUNNE (non-health science committee)
3.14 ﬂ'ﬁ'ia\lmisﬁﬁlﬂuﬁ’;LmuﬁuawﬁzﬁuwuﬁﬂU (lay person)
3.1.5 NITUNTYARRNEUBN
3.2 ANUVAINVAEVBIANLNTINNT
3.3 MslfinTeuszsrunmuenssuns MszmUfiRnukazmiing

3.4 N5 MANNTT0UTEIIUANENTINNITY MIENSUSURMULaENTIT

co ~N O U1 U1 U»m

3.5 M3launFuaviumsiasidislavuns 1sensufiRaukasnii




AMLNISUNITIIUSTTUNNTIFYIUAY SOP

AMSLNNYATENT T5INEIUIATINIZUR AUUN 2022
UNIINYIABUYNA version 3

uni 2
TAS9E319Laz a1 UIANLNVS

AMZLNNYAIENILSINETUIATINIZUR

v A
AMNITUNITITSIIUNTIVY TUAY num 2 ¥a3 2

399 %N

3.6 Msldnanssunisusedr MsgnsUTRnuLagnThi 9

3.7 Msliundenssunmaaiy MiznsufoRaunasving 10

3.8 nsleuvesiivnudasy 11

ASUSUNTIANTISVDIAMSNTIUNITAZUETIUNSIVL TUAL 11

4.1 MineusdliANuILANTINNITY 11

4.2 ApauLLiingsun1s azlasumuUssnAnuELIeRERS 12
T5ane1u1asnSud 3os nanNATLarSRTINISINEUARBULNULA
NIIUNNTA3UEITUNTINEIUAUAMLUNNYAEASISINGIUIATINTUA
W.A. 2561

4.3 ANUANATINNGVENEFIMSTUNTIUNIT 13

4.4 msIansnunsidiulagiudensenaysyleviiiuteuyes 13
N331N154 NUlATINTTI98 (Conflict of interest management)

4.5 11NN IANMUGUVDILATINTIFY 14
(Confidentiality agreement)

4.6 d11n9URsTeEIINNTITETUA 15
4.6.1 FIRNd11INUIsesIINNTITETUAU 15
4.6.2 WwhilEngaifuayunsynNuYeInMENTIINNTITITTTN 16

wéna3usssuianznssunisasesssun Miduuuamdunsufiaeau 17

LONE1591999 18

AMANUIN 19




ANZNIIUNITITUSITUNTSIFYIUAY SOP
AMSLNNYANFNI LSINYIUIATINITUR AUUN 2022
URINYIaLUTNA version 3

uni 2
A998 UIANTNVS
ANZNSTUNITIIUFITUNITIVY IUAU

W 1 Va9 19

(Structure and Function of

Institutional Review Board)

undi 2
Tassadranazsrunanthilvesaaznssunisasesssunisiseluau
(Structure and Function of Institutional Review Board)
IngUszaeA
diolfifunumslunsdads fvunlaseadne eedfUsenou wasninfivesAnznssunig
938555UN15398lUAN AUELNNEAIEASLIINGIUIATINNTUR U Inendeuiing Tria1u
A0AARINULINTFIUKALUUINNNTANTUNTENTUNITNUNILAITUATESITUNMTITe T
uyud uayvdnalessaumAdelunyed nqvine uazsuloutetaduiiieadosdu q laens
9?’1Lﬁmmmmgmﬁiﬁﬁaa%ma%gumauﬂ’maua%aLLaxmstiqéiu’mmzmimmsﬁaﬁisumi
98lUAY AUTUNNEAERSISINEIVIATINITUR UrInenaeuing

YDULYA
Fumounsufofauunsgiui 1esuisdnvaslasiadisuazesddsenaves
ANEATTUAITASETTIUNTIVEIUAY AUTUNNEANENSLIINYIUNIATINIDUR UnINe1aeuing
fumeunisiaueie n1susiiarngnIsunITm MsENsURTRnu nsaeenuagnsRuaIN
RN DIAUZNTTUNITY SIUTIAINUASIUIINTTIV0IANTNTIUAITY UTETIUANS
NITUNTI LAVIUNITT JHYI8LEYIYN1TY wazdtnauaiuayulsesssunTIdeluny iiels
JulusnundnasesssuvesUsenenasudnanna

ANNSURAYDU

ANUR AUTUNNAEASISINGIUIATINNTUR LaUmnglinuenIIUNNTISUEITUNNTINY
Tuay fennanthitlunisiausienmynssunis wasausliesnisud uisamussdounas
Forvunigfuasusssunsivelunmineduuiing Tnsanznssunisasesssunisisely
au AldTunsudsssiisrnaniflunmsivingdedns anuvasade waranuduogiitves
fiinsuAde vieenanating uazsuvuiiisilulassnsise

NANNISUHUR
1. gfigunslunmsudsisnuznssunisaiesssunideluay
AR AazuImemanslsme1uausul Wudiauesieteanznssunsiesss
n1538uluny FeUsEnou MIeUTEsIUAMENTINATTY T09UTEEIUAMENTTUATT



ANZNIIUNITITUSITUNTSIFYIUAY SOP

AQZLNNEAENSLSINEIUIATINISUR adudl 2022
UAINYIEIUKNA version 3
unfi 2
Tassadrauazsrunantiiives L
ANIZNITUNTRTESIIUNNIVe luAL nim 2 a9 19

(Structure and Function of

Institutional Review Board)

35U waziauIuns Wesn1sud univendexdiea udussniaussds (mudszniea
WINgIRENng 509 wleuien1smiugualasensidsluay w.a 2559) lagsesnnuf
eddedudiauesneTeuseaunnenssunis Wanuds Wudinsandaden dmsu

AUUaBU 9 LALA 799UTEBWANEATIUNITY LEVIUNNT HIIUIAVIYNTT UAENTTUNIT

v A Yo < [ 1Y '3
AndenlaglasuanuviugeullulenduiveInueNIINAISY

AMUFUNUSVDIAZATIUNITIIUETIUD NURUIBIIUDY 9

2.1) AUFUNUSNUANSLWNYANENS 1SINEIUIASIUITUR

1)

2)

3)

4)

5)

AMYLNNEAIEASLTINGIUIATINITURA ﬁwﬁwﬁﬂsgmﬂuiamamiﬁﬂﬁug]LLa
Tassniseluruneluraez wasiauermedonnznssunisasesssus iesnsus
unAnerdeuiing WWuusenausisdts niousislfnsatuayulfauenssunis
3395551 anansaaliunuliaailuliegnedase gisssu wazUsAannig
WNINLLIINNIEHT )
ARSI AERSISINGIUIATIBUR  RedamndnennsTifisane Sunesiuds
yAans Jan A A0 ulLazIUUsEIIN LARMENTIUANTISEETINY WielwnIs
siunuduluegreiivse@nsam
AULLNNEAIAATLTINGIUIATIUITUR Aolin1sSURRYaUNIINgUUIEKA
ANZNTIUNTTE5TIN Y MUFTRNMUNUMULAE A TanTasITATelnogain way
PYAFUAUNALNY LAAMYATIHNNTISYTIIN Iuﬂiﬁﬁgﬂﬁaﬁaﬂuwmtm
Juinnssedugevesame enaldeydAlilasenisidefiiiunisiusesain
AMENTTUNITASETTTUY wd biandun1sideluauls wildaiuisooudalv
Tsens3sefilieunssusesanaasnssunssesssus andumsiveluame,
1]
ANIENITUNNTATETITU WTIBINUFUINS el
® MssguKanITALIuUAINUNG lawn
- Han3ANHUUUTEINT ARANUAKIUTEIAMUARNEIY
- SI8UNSIANUASTTULHEUNNTRANSUNTATINNTITR D TRIAIUR
H1e79Y
- Menuran It niunulsrIUregudduaiuatesssunsidy dninny
25NISURA WrNINeNaeuing




ANZNIIUNITITUSITUNTSIFYIUAY SOP

AQZLNNEAENSLSINEIUIATINISUR adudl 2022
UAINYIEIUKNA version 3
unfi 2
Tassadrauazsrunantiiives L
ANIZNITUNTRTESIIUNNIVe luAL nm 3 a9 19

(Structure and Function of

Institutional Review Board)

®  MIENUNTAliAY
ANIZNTTUNITITETIIUY W TIWIUNANITRIITUADAMURT NIUT

AUARNEITY nnelu 2 dUam waanisusean Tunsalefinissuses
Tassnside Sudlosnanmmdeteluil éun

- nsdliinwmnnisallidfisuszasd$gusa (serious adverse events) 139
dymiliiawnsomenisallfaramidn wafimnatuayuliidelsdn
thazifeadeatunside

- nsdiffAfeduiumsidelneiandnaiessmumsisuetadaau 1wy
wlalivemnuBusenangiirimitevieasladiiunsidelndeauy
luannfleeuddlidenaznssunisasosssus wazenanelmindunsnese
ALY

2.2) AUFUNUSNUEIUL/29ANSDU

AlENIIUNISTEsTIuY Sarnadudasyarnanitu/esdnsdurianislu uay
AeuenAnz WioalinsAndeUsraunuiieliluamenisuftRvesnnznssuns
93u555u7 SlmuaonndosiuanznTIUN1TTe5TIN vesanTudu Tnslamigly
nsdidulassnAidonmanitu augnssunsadosssu vedusazan1tu fainw
Tunsfiansanlasimsidenvaatulaenanisfiansanlidndudeuniiouduandu/
99ANTAY

AMENTIUNITITESITUY dAuduiusiud1dnauauenIsun1ssIuiiaIsan
BesssumNgluauvesuszmalng (CREC) TugugnildunmAdeidonnassuiufe

2.2.1 Tassmaideiifudnvausnyanntudaiu sponsored clinical trial azdssie
I9n19 CREC vhnsfarsanifielaliAnanusideu

2.2.2 M3fnsan local issue AL5UNN19 CREC zaifiun1suuy exemption

2.2.3 ANYNITUNITITUTITU %Lflu;ﬁﬁmamﬂ local SAE wag local protocol
violation Tngmniluszifiuddnyazdsidoyaluda CREC iesduiunssioly

AngnIsun1s93esssuy Wunilduauznssunisatesssuidelunuves
uvAngrdeniing Ifidennasiindt Tnsamsifeiidunnaniiunigluniog a
finnsaniiiien TngBedemududainvenimiilassmsie




ANZNIIUNITITUSITUNTSIFYIUAY SOP

AQZLNNEAENSLSINEIUIATINISUR adudl 2022
UAINYIEIUKNA version 3
unfi 2
Tassadrauazsrunantiiives L
ANIZNITUNTRTESIIUNNIVe luAL M 4 a9 19

(Structure and Function of

Institutional Review Board)

2.3) ANUFUNUS UL
AMENITUNITITE55TUY AginsAnsedearsfuiniiilasaniside lugiuy
fsuiinseunmsinfunuisueiiiedestulasinisifedy 9 dudvensiuseann
AEN3TUN5I3555u THSeuFennousudniiuau nslideyasiag o As1dy
LAET18UNANITANTUNY TIuT g saiflifisUseasd auseifoures
ANIENTINNITITLTIIU
AzNTUNTTEsTILY avvimihidfugualasinsideluauvesnaiuauved
Az antinlasen53de azdateyaniedidnnsedndiisades Miuszuy
EC E-Submission Online
o Tunsdifulasanisluamzs nssvaunisiifuguarianun agluaau
SURAYRUIDIAMENTIUNNTITUTTIU

o lunsdfidulassnisnyantu fIdedeineglunatsanidu nszuiunis
Afuauwalasein15Ide agluniusuln¥auYeInMENITUNITITETITU
MedINNIveIAuE SURAYEU MeduvesnUIdemAnTUluAuE

v d

2.4) AnaFuNUSiuaIAnTBuNAIUANUanIsITe ligndasmunguane sadeu uaz

o vada o 19;
9

W3z U QANANMUA

29ANIAINE1ILALA Unnean (The Medical Council of Thailand) d11nenu
AMENTTUNITDINITUALYN (Thai FDA) N3NT19a15150UeY (Ministry of Public
Health) wsesvdayafAdaiifienumsineimans 2558 / nszsvdyaaduases
Yoyadiuyana w.a 2562 1udu AuznsTINNTI3EsTIN IvthilufuRnudedsiu
VRIUNNYANT W.A. 2549 T1IENITINYITYTTITUUMITVITNIVNTTY WU 9 NS
AnwIdeuaznisneaaddunyed Auseniaansvesiislasunneant an1n1s
NYIUIA ANLAFVNTTU HUALNNYANT NTENTIEAITITUAY (WA, 2541) UAZHTU.

FUATNLYNYIF W.A.2550 (1A 7 WA 9) NYMINENNNITUNNERAZENSITUATDY
3. 99AUTENDUVBIAMLNTTUNITILTIIN
3.1) AMANUAYDIAMENTINNT

3.1.1) NFIUNTAUNTUNNY (medical committee)
- WWugdnFansfnundulSyansanvunveenans



ANZNIIUNITITUSITUNTSIFYIUAY SOP

AQZLNNEAENSLSINEIUIATINISUR adudl 2022
UAINYIEIUKNA version 3
unfi 2
Tassadrauazsrunantiiives L
ANIZNITUNTRTESIIUNNIVe luAL nm 5 a9 19

(Structure and Function of

Institutional Review Board)

- lerunsineusuanuiniuaiesssunsideluay Wauniseusy Good
Clinical Practice (GCP training) LAZLILIBY 9 fiAedes
3.1.2) NTIUNIANWINGIANENTAVAN (health science committee)
- L‘flu;:{ﬁ’]L%ﬁ]maﬁnm%uﬂ%zyzg’]ﬁ’mwNéﬁui‘m&nmam%mm‘wmé?}lu 9 lon
NUNAAIERS Lndvrans wie a1undu o
- IgrunnsiineusuAuiAuasessIunIduluay Kun1seUTH Good
Clinical Practice (GCP training) uazuuddu q fiAedas
3.1.3) N35UMsEMSIRaNAFLANeImaniuazanviduuenmieannenisunmd
(non-health science committee)
- Bufdidansinsiustyginsmeiladunisdetelui Ae
3

INYIFENT TIAINTIUAENT FIAUAIERNT/ WYANTIUAIENT UYWUAIENT

q
NOVIENY Waganuiuenuiionn 3.1.1 uag 3.1.2
- ladunisiineusuaduisuatesssunsideluay Kaun1seusy Good
Clinical Practice (GCP training) LazuILdY 9 AAefes
3.1.4) nysumstadusunuresyssanauiiily (lay person)
- lidudfeuaudRnude 3.1.1 3.1.2 uaz 3.1.3
- LidufiBerngluindnarnlearvmidsifiaunauindniuses gy
nnvane Ugyd ennssu udu
- Ieunnsiineusuanuiinuasesssunsideluau
3.1.5) NIIUNTYAAANIEUBN
- Wuililddiumide o lunuzumemanslsmeuasunsuinieldiu
NN1F9NINALE
- daandfniute 3.1.1 3.1.2 3.1.3 vi3e 3.1.4

- onaduypealiendude 3.1.1 3.1.2 3.1.3 vise 3.1.4

3.2) AMUVAINVAIBVBIAUSATINANS
e lvfiyuneafiniravanenseuaguynuinnyuitniseeialiauaulal
WganaKageNaLindunI1efeid19IunTIela AngnTsun1s Asiaaiy
nanvanglaglsenaunie
- ASSUMSHONAVE uay AYIe




ANZNIIUNITITUSITUNTSIFYIUAY SOP
AMSLNNYANFNI LSINYIUIATINITUR AUUN 2022
URINYIaLUTNA version 3

uni 2
A998 UIANTNVS
ANZNSTUNITIIUFITUNITIVY IUAU

WU 6 Va9 19

(Structure and Function of

Institutional Review Board)

¥
Y

- ATTUMIPAANNITINIUNNEG MANAEATIVAN MTNY1ENEAS Lay
daaumans
- assums@aduiunuvesusnauinld (lay person)
A g v i ¢ w v 9
- nssunisiiluyaraniguename s Nlilinaussloviiudauiuaus
LINNEANERSLINEUIaIINSUR

3.3) msldundeUszsnuanznssuniss MsznsUfiRaunazvdi
33.1) sesraudtheddodugidenassuasldfuanuiiureuainanud tieiaus
oSmsuiliusiiisysunaznssumsa Sadudhswnsuszd drswns
U1u1gy WHNUNNINGIEY N30071138RLAYUBINNINEIaENina
3.3.2) M3gnsudReu 4 Y
- enldSumsusetetinuaasnzay
- Wunthildlensunse videumhilneunsunszsemamng q 1wy (@edin
5o anoen Wuau
- nlumstunihiideunsuinse sesrnufdneideazdesdniunisiaue
efeusesuAmnITinTT Intinuanud 1esn1sud wninendeufing
Lﬂu%ﬂizﬂﬂmmﬂéﬂ aelu 60 Ju enaunugiiiunthiineuasunstlae
Uszsnunuznssuns Indagdssiuniaviifunafivdosgvesiise
FLNUIAUNDU
3.3.3) WNfveeUsEsIUANENIINNIT
1) fmunsedenssunis guinveununuinnsanlasisaiss nua
wisngay dviulasanisidenianudssn aumsiansalaeisisedy
(Expedited review) azueunuiglinssunisgivssaunisalilugnuniu
1n59519348 Tneddefsnnuianudiuiguesnssunisimanzan iy
Tasens3dedu
2) Fntrfinuniulasanisideusznn Exemption from regular review,
Expedited review Lag Full board review anuAMULRNNEEL
3) dufiunisuszguniussidounsenisuszaudiaely Thduludeany
Foudey wariluseansain IneUses uAnENIIUNIS 01aNBUNINENTAT
HunseadszomuanznIsunst wionssun1sT udumuAuIYAY
WNUIEEIUANENTINNISY Finn1sAa Wanunsaudiseyalaniuivue




ANZNIIUNITITUSITUNTSIFYIUAY SOP

AQZLNNEAENSLSINEIUIATINISUR adudl 2022
UAINYIEIUKNA version 3
unfi 2
Tassadrauazsrunantiiives L
ANIZNITUNTRTESIIUNNIVe luAL nim 7 a9 19

(Structure and Function of

Institutional Review Board)

8) annluenasddseluil
- yilsEesuTeelATINTIdY (Certificate of Approval)
- Lenansdfydu 9 Y83nMENTIINTITLETIN

5) Wuddndennssunislu leeldsuanuiiugeuiuenduriainame
N35UAN5 wazlausdesuAnUA« Hesnsuf uminedouiing 1ug
Use AU

6) 1Wufdnidonnssunsliiinififfiansanlasenisidouuuisesioy
(Expedited review)

7) Wudfinsanlasssideidiinelassnsidefieniunsmumumuung
(exemption from regular review) wiolasansiseidtonnadlifionsan
981932159070 MOU 903un13neduiing LagamuznIsunIsnad
WA190U19385550N159981uAU (Central Research Ethics Committees :
CREQ)

8) Lﬂu;l&miaﬁgmmaLﬂuaymiumi Wiovihuthdisng 9 muanudndu wu
AOuNTIUNMINTIRdaUMmieITedeofingnsaieusaiatu

9) \aueAMUR H1usesAmUANeITY tofiansuudisamenssunts
355U Yl NeuAMEnTINNITISYsTINT YalUagluasuise 90 du
Uiiu wlennuseilodlunsufifny

3.4) mslfndesasUszsnuanznssunis MsemsUfiRauazring
3.4.1) Usgsmuanienssun1s Jugdandonseausesnuamgnssunise 3n9151wn1s
Usgdn 915190150y nnuImIe1dy 81a1sdiiay vseyuAnanIeuen
winInendeniing lnevzdeldsuanuiiugeuiduienduiananenssunis
uaziaupTeruAnUR WWosn1suR uivendoudiog WudUsznaussds
3.4.2) MeMsURURNY WuAIIUINTEYeIUTEsIUAMENTINNIT
3.4.3) MiN7Y09509UTEEUAALNTTNNT
1) Fmfinuniulasinisiseuszan Expedited review wag Full board
review AMUAINULRUTEN
2) AEUNTUTTYUUNUUSEEIUANLNTIUANT Tunsalfiusesumaznssuns
“ fnnrsnalianunsadnussyula




ANZNIIUNITITUSITUNTSIFYIUAY SOP

AQZLNNEAENSLSINEIUIATINISUR adudl 2022
UAINYIEIUKNA version 3
unfi 2
Tassadrauazsrunantiiives L
ANIZNITUNTRTESIIUNNIVe luAL nm 8 a9 19

(Structure and Function of

Institutional Review Board)

3) AU UYsESIUAMENTTNN1SY Tulenatsdifyane 9 anudildsu
UIUNULIHAINUTEFTIUAMENTTUNITY

a) UFURWINTBY o wiulsgsuanznIsinsT mndsesuangnssunsy
annsaufRvitls

3.5) mslfndaaviynsuazgiieiariynis MsznsufiRcunazvtii
3.5.1) Uses1unnienssun1s, wazsoslsesmuanenssunis Wuddndoniaviynis
WAZHYILEYIYNTININTITI9NTUTET D1s1anstungy wilnnuuvIne sy
9191587 AY MsoUARANIBUBN ey 1 Aulpgazdedlisuanuiuyey
Julenduvinnaniznssunisy uasiauedelaviynisinuanuds resnsu
syinedeufinaifulussnaudeis dudteauyninauedeliauui
fUszmAusaRs
3.5.2) M3zmsUFTR wuReafunszvesUsrsuamznssung nsdfivsesIu
AENTIUNTY umihfinouasuansy WURTRNuuAfunssressesu
ANENITUNTTY AUl
3.5.3) nihiivesavIyns uaziIelauIynIs
1) AnnsesduunUszinnlasinisidedulseinn Exemption from regular
review, Expedited review Wag Full board review fewnauesoUsesy
AznTIINT lumsivueedenssunmsgFuinseununiuiinsanlas
19348 uag AanulidmihiduenarsisndulingsunslmFeusesn
AU
2) Fmrfinuniulasenisifeusznn Expedited review way Full board
review AMUAINUVLTHL
3) 1579a9UN15IALlATINISITelud wazn1sAnmIuA1UAIINTIBY
TasamAfedldsunmssusoudutmssUssy
1) dhiauessnuvgnsaisulifissasdveslasaniiidosng 4 defivszyu
LazudsuANUsTrLungITe
5) tauemsuiuiasulasedidouniivssyy wasudaAnuszyungide
6) a3useuANUAIMINYedATINITIdY N15UAUalATINTITY Y58N15UD
Aepgnilsdeiusedlasenisidy uwiwnAfiussyy wazdiunismuu@n
Uszau




ANZNIIUNITITUSITUNTSIFYIUAY SOP

AQZLNNEAENSLSINEIUIATINISUR adudl 2022
UAINYIEIUKNA version 3
unfi 2
Tassadrauazsrunantiiives L
ANIZNITUNTRTESIIUNNIVe luAL nm 9 a9 19

(Structure and Function of

Institutional Review Board)

va

7) wnmaiuresiivseys uagiiuiinudefideliduiuns wauese
U3E5UAMENTIING LiloasNY

8) ATIvADUANLYNABILATANLISEUT BT 8IUNTUTEL Bedndianilng
ATl deinauanenIun1sI3es I

9) prvaeuNMIIaLiuenansvendmihfdinaus

10) a9UINWNUUTEEIUANENTTUNITY Tutenatsddasie q audildsu
UDUNRUIIINYTEEIUANEATIUNIT

11) UFTAWTIBU 9 unuUsesIuAmgnITuNITT MNUTEELAMLENTIIAT
laianunsnuFoantiale

3.6) nsldundanssunisuszan MsemsufiRunazvii
3.6.1) nssunavszadosdinuantinuguauniifszylude 3.1 nsdfidunisds
nssumsluaiisnn sesnnuRinedte Ysssuanenssumss iuihfidaden
nssums Tvl nsdiidunmsdaidenilonaunuvdoiisduliusssnududass
ylaglisumnuiiuseuduenduivesaaiznssunis fiflegiy
3.6.2) MIgMUURNY
- fszedior 4 U Geazdeangnisvianuldmueumanzay
- sumihidevuanse vieareenieunsunsy WieUsEsIuAmLAIINNIGY
yeltaneen vnliaunsavhmidildegamnza
- WINaneen WIeUsEsIUANENIINNITT YolaneannauAsUl1TE UsEsI1uAMY
n33uN3Y aztauedenssuns lvilianud lauedeliiesnsud uminerdoudioa
Ussmaussssiminielu 60 uudiiu nssunisa Aldsunsudetlv agsesummis
winfunanfwdooguenssunism fisshumisnunion

3.6.3) nihiivesnsaunsUsed

1) Wsnszyuenainaueiiielinsussduszyn nsdlftliidyssyunnd
fvualimnldansadiuszaldidosaninansiaviednsivnig vels
udauAd ey egeiianelu 7 Yuufiu neunisuszau

2) numuiinnsan Tenuiu deiausuius wazaw@lunisdndunissuses
159715338 Nnlasanisiunisuseys Full board

3) n3sun1surinuaglasvueunueugnuniulagasianisidendn
(Primary reviewer) bagiinauglufiuszyu Full board d1m3unisfiansan
1ATINISLUUATUBIAUTEYY




ANZNIIUNITITUSITUNTSIFYIUAY SOP

AQZLNNEAENSLSINEIUIATINISUR adudl 2022
UAINYIEIUKNA version 3
unfi 2
Tassadrauazsrunantiiives o
ANIZNITUNTRTESIIUNNIVe luAL im 10 vae 19

(Structure and Function of

Institutional Review Board)

4) n3sunT AUszaunisaigs enavgldsunisussieliimindidunssunis
Expedited reviewer tioafiun1sfiansanlasan1sivenuusanauaiui
UTE51UAMENTINATT AU

5) ¥INATIUNIT ﬁm’maﬁLﬁuazﬁaﬂlﬁ’mizﬁmaﬁ%”]ﬂd’]nmﬁﬁmum 130
%éfaqaaﬂmﬂﬁﬂizﬁudauéuqmﬂWiUizﬂ;u Yol¥nTIUNIT wNUsEsIY
AMENIIUNITY drmtiuilelvaiunsadndunisussaliegiansuasd
Uszau (Quorum) maean1sUTeYy

6) nymdinisiduladrudenienalselosuviugeu (Conflict of Interest)
N35UN1598ADUATUTESIWAMLNTIUNITY NTIVALDBNIINNITUTEYN
Frnsnlunsiasalasemsisiiu 9

3.7) nsliuanssunsiasy 11sensUfuRenuesring

3.7.1)

3.7.2)

3.7.3)

nssumMaaiudosdinaantRnuaaadRvssylude 3.1 fananmsdaiden

YDIHUIMTNATIVN ) Tuanglnmermanslsmeuiasunsud

5gM U URU

- fnszediar 4 9 Sawdoongmsvihauldmuaumsnga

- Wumihildlevuensy vieateenteunsunts videUsEsUAMENTTNNTY
yolvianeen ynlilanunsavimihildogamnga

- MNaeen MIeUsEEIUAMENTINNISY veliaeanieuaTuITy Usesu
AENIIUNTY azveliguimsniedviauetenssunisy Tvdlvinaude
wauadelviosnisul uminerdeuding Useniausiasislminnglu 60 Tu
nssuMs Aldsunmsussdisln azdsstundaihfunanfivdesges
N35SI GANTarninsAuney

MiNTYeINTIUNNTIEY

1) lhsmdserudleldunisueumngainysysuvieiann

2) numufiansan e delauenuy wazawlunsdndun1ssuses
Tnsamside dwmdulassmsinsaduauderviglunisuszyy Full
board

3) \hugnumlasesnansidendn (Primary reviewer) dwmiulasinided
mqf‘ﬁ"ummL%EJ’JMQJ,LLazﬁWLauaiuﬁﬂsssqm Full board dm5unns
fA15UATINTLUUATUDIAUTEYY




ANZNIIUNITITUSITUNTSIFYIUAY SOP

AQZLNNEAENSLSINEIUIATINISUR adudl 2022
UAINYIEIUKNA version 3
unfi 2
Tassadrauazsrunantiiives o
ANIZNITUNTRTESIIUNNIVe luAL mim 11 ¥a¢ 19

(Structure and Function of

Institutional Review Board)

4) 1 Jumuniulasani1s3ITeuuuLsenIu (Expedited reviewer) d1135u
Tasansiinsstuaudenmymuiivsesiuanenssunisd mvun

5) nyaiinsfiduladrudenionausslovuiugeu (Conflict of Interest)
NIIUNSLASUAEABILIIAUTE5IUAMENTINAITI NS1uLaz RNt Ul
fsanlasensidediu o

3.8) Msldunvasfivinendass (Independent Consultant)

3.8.1) Tunsdllasamsideiinnududou desendoanudfiuangidormaramenis
visoidulasansidimnudssgediefidnsnide angnssunsadosssum enave
mmLﬁumﬂﬁL%ﬂﬁ%ﬁﬁyﬁﬁlﬁLﬂuﬂmzﬂiimm'if\ﬁaﬁiim°1 wazludduladude
AulATINTI9e 5ﬂ'1?1’5a§aL‘flu;gﬁ‘?immaa%’wwmmé’waﬂmqmﬁ%’ﬂﬁ

3.8.2) IneiRBURTR fal

1) Usesnunniznssuns velinussyaueTofidovaiamenis

2) Use51uANENIIUNITY M38LAUIYN1T Ussaruaulnsdniansaidoy
Admamaitouszsiiulasams uidliidervgnauiannsnsinm
ANAU NBUNITAUINUMIULATINITITY

3) L%’mﬁnﬁ%’mﬁwwmSL%EQ;:JL%EJWWL?JuQUizLﬁﬂf[ﬂiﬂﬂ’]sizqﬂimﬁuﬁ
YoATITLTILAL 1AUDUTEELAMENTINNITI AIUTY

4) dnanisinnsananfidsingudeiussyuiiansuny vieeraidy
Aidevapldnnuiiuluiivssgildmumumsnzas

3.8.3) ileAugan1sinnsunlaseinenside dodraniunmninduiivinuvives
TssmsiTeduduanas

4. NISUSUITIANISVBIAMULNTIUNITAIYSITUNIFTIVY IUAY

4.1) nMselneusuliaduiunnssunis
dieliinssluauvesnnznssunsaiesssn ynau tinesgiuaitaue way
Wusssuruynlasinsideildsunsiauoidinn assunise Tndezdedldunimg
Fuasesssunisideluay wardnistuaslinsivuuanienisdniuiunes
AENIIUNTaTEsTIL WusgsAneuFuufoavthiingsunise Tneniseusy SOP
aUUaNER LaTNITOUITLLEINIINITNUNILIATINTITEluAUASUsTTY



ANZNIIUNITITUSITUNTSIFYIUAY SOP
AMSLNNYANFNI LSINYIUIATINITUR AUUN 2022
URINYIaLUTNA version 3

undl 2

Tnssaduazsrunantiives o
AMZNIIUNTTAILFTIUNTIVE TUAU i1l 12 v9 19
(Structure and Function of

Institutional Review Board)

NTIUNITA NAMIUILABUGITUNITOUTH (training) m1uUszn1Ad TN
AENTIUANTOIMNTUAZEN 1309 ndninaust 33m13 uazlteulumssensunaznssums
finnsanadesssumsideluauiifionsanlasimsidenenddnifsafven de 6.1
AnaNTRveIAENITINN1TY o 4 NTIUNTTY desldsun1seusAUNISANYITanas
nsnaaeslunywd GCP training Wazn15ousNAUITEsITNMEoRUIY o Tiieides
oo 1 ads lunnseu 2 Bilunssumse

uannslrAuiunnssunss niud augnssun1seiessaus Sl
advayulinuiesnaiaidestunssuniss feawg ielvinsunisuiudsunn
NIMIANTUNUYBIAULNTTUATITLFTTUY LU N1UFUUTe SOP ARERIEEIIRIES
yeanguae Teseloutady UssifuilagiBonseunisaiesssunside Afdudu
Jaymviseenareliaalymilueman saumundoulmluguaiosssunsise
vouR lneannssumsa yaviudedldiuniseusiiuiedietion 1 A% Tu
ynseu 2 U welvdimnuifvuaioaiunsatnnudildunuszneunisfiansan
Tasan93duldsounaudetu wasiiafumsnuunassuuassuussdunmainly
5M9NTANVBIAAILATINNNTIIISTINY Bnynanilade

4.2) Armausnufingsunisa a3y
AUUTZNIAAUSUNNEAEASISINEIUIATINTTUR 1389 MENMNAiKazeRT
N153181UAINBULNULANTTUNITAZY555UN15398TUAUAMSUNNYAIENS
T59INEIVIATIUEUR W.A. 2561
1) MAUARENLNIILAZERTIN1TINYRUAINB UL UAILTSESIIUNSIdeluAY 1]
Fall
1.1) 8@ uAIRoULNULAANENSIUASISEEsTUNTIseluaY Tunsiiasan
TAsansidedifaudesiosfinnsanuuuseeiu (Expedited Review) Tu
Snsnauaz 200 U de 1 1aseam s (@nsunssunsiilasuneunsngli
Nsanlaiu 3 Ause 1 1AsIN15398)
1.2) AMMBULNULAANENTINNT53S8555uN1sIveluay Tun1sAansaun
Iﬂsamﬁ%ﬁvﬁwmwuLﬁaﬂmmﬂmamﬁ%’aqumumﬁﬂszsqu (Full

Board Review)



ANZNIIUNITITUSITUNTSIFYIUAY SOP

AQZLNNEAENSLSINEIUIATINISUR adudl 2022
UAINYIEIUKNA version 3
unfi 2
Tassadrauazsrunantiiives o
ANIZNITUNTRTESIIUNNIVe luAL mim 13 vae 19

(Structure and Function of

Institutional Review Board)

1.2.1) n3allasan1s3devesymainsdainansunneaanslsangiuia
5975UA lwdnsiauag 300 UM se 1 1AsaN3Te (@msunssunis
i mussgufinnsunlasins)

1.2.2) nsdllassmsidonldsuyuainnaenyu luisiauaz 1,000 U
fe 1 1a5an1938e (dwfunssunisildsuneunuielifiansan

Tassmsuaztiiausluiivssylliiiu 3 aude 1 1assnside)

1.2.3) nsdifilasin1siteainataenaulifun1sfusesainamenIsuns
PSusssuneiseluay duenanssenenundlussnunsuiudsuudl
1A59N15398 (amendment) USUUTIATBHITY (nvestisator” brochure) 518911
AUAINT 518NN Tl RIUTEASA (serious adverse event) TudnIIAY
az 300 U #D 1 TAsan153%e @msunssunisiiléSuneununel

finnsantasimsuaziauslunuszguliiiu 3 ause 1 1A59n19390)

2) Adedssyuuiynainsnieuenamg Nladeinuninerdouiing wazlasu 19

(%

weasadupuznssun1sasesssuluay Tudnsiauay 1,500 UmAaAsa
3) AndeUssyaunuaainsneuenane s AdmauIvedeuiog /mdnay - uniinedell

Wanan wazlasunisuesdaduamenssunisasesssuluau luonsiauag 500 UMD

A

| a Yo a v av v oA v
PINLLAR : LABAINBULNUNNTTUNNSY ISULNINKUelnaue Tlaneldaq
—
AUANSIIUIBNNNTNNSUNLATINNG

4.3) AUANATIINNNYUUIBHMTUNTINNT
AMENTIUNITITESIIN UANTLASUAMUANATRINIINYNUIBIIN ALY
LEAERSlTmeIUNaTINsUR uninedouiing indinsilesdeaiosnainnis
UftRmulumifivesnaiznssunse sg1sgniesuaziiosmse

4.4) n1sdanisnunisflidauladruidevsenausslevdviudouvaanssunisa Au
1A59n15298 (Conflict of interest management)
N33UN593855507 Yviuiinsmdseyazdesastelamensiidulddudenie
naUszlvdiudeuneudunsuszyumnass
4.4.1) msfduladiuidenieni9i3u (Financial conflict of interest) lawn nsel
seluil



ANZNIIUNITITUSITUNTSIFYIUAY SOP

AQZLNNEAENSLSINEIUIATINISUR adudl 2022
UAINYIEIUKNA version 3
unfi 2
Tassadrauazsrunantiiives o
ANIZNITUNTRTESIIUNNIVe luAL mim 14 vae 19

(Structure and Function of

Institutional Review Board)

& 1 a0 [V a a [ 96 Y a &

- N35UN15Y nsedausa Hduladlrudenianisuduglvnuindy
USENLONTU (USENENEAYA Mot oailaniesnswnng) Tugduuun
Wuiudruiifeatesduinsasmuienisdwazdnsing wiolasunis

o a = | & A e A & oa a o
ﬂuUﬂHUVI’NmiL\WINEULL‘U‘UE)‘LJ WU LUUNUIN I NIBLUUINGINTUDIUTEN
= | a P A U U oawv A g v ~

- N3TUNSY visegausa ddwladiudsdudnide Tugduuumduiudiud
drulaarudsn19n1stu MNedeaduRIaanungNIsAwazansins taeil
WaeLiy 300,000 uauumsel

4.4.2) nsfiarulagiudsnliine99an19n158u (Non-financial conflict of interest)

Town nstiseluil
< U a v & el e

- WUy TIWNITIIY %38 9197138NUINW

A A a ) ¥ U Aa [~ a a

- ysedulaneavinlinisdndulaliidudasslneusiAannend

4.4.3) N33uN157 Jidwlddnundsagaenidunisnal

- WAINUUTESIUANENTINNTY fouN1TUsEYY

- ponvnvesUszyuluamsiidnisiiauiiuiazatnzuuuides e
n33UN157 Juueebiveyaneiulasinsidulimniinisiesue

4.4.4) UsEs1UAMLNISUNITY Aeiansantasadunisaasa Ul
- ldAvualdinssunisa Qﬁﬁaulﬁdam%ﬂﬁmﬁﬁﬁLﬁuﬂﬁf\mimwé’ﬂ
(Primary reviewer) #sauanIANNAALIY ABlATINTIdETY
v g val A a
- uAdlinUsEgansudiosuU ey
v PP v = v aa v
- valvinssunisy dilduladiuidvesniainvesUssyuluraeinislv
ANILTULAEAIAS UL
d‘d 1 v = g.JI ¥ o 1
mnnssun1s NduledudseanannsUsenlurietuway ililiasy
peAUsEYUNITAIATL LA FUNAN1TNANTULATINITLA N15TITUlATINTg
zApigniaeueanliauninagiingsunis vudundiussyuluvueduy way
lassn9idetuenvfesgnideunisindunallunisusvgunsednluniglu 1 o

Y vy

19t NHTUR YU TUYIUYBIUTEETUAMENTTUNIT

4.5) 11M3N135N¥IANNAUVR4IATIN1TIVY (Confidentiality agreement)

A v D O & a v N & v aa )
yaralasunsusataluauenssun1ssesssu s svdesdailuninnnagsne
ANNAUVBILASINIGIFY NEATUNITHAUDLUINNBTUNITRANTUISUTOILALLATIATA
wazdinisauniseasalul




ANZNIIUNITITUSITUNTSIFYIUAY SOP

AQZLNNEAENSLSINEIUIATINISUR adudl 2022
UAINYIEIUKNA version 3
unfi 2
Tassadrauazsrunantiiives o
ANIZNITUNTRTESIIUNNIVe luAL mim 15 vee 19

(Structure and Function of

Institutional Review Board)

- anuluenasTenNaIN1T N EIANAURIlATINSIYY (Confidentiality
agreerent) NnaSsfifnsudaden sl Sadamiiiddnaun asifu
onanst i luuiulseTRvesnssuniss aviu

- deuenansuazdeyadidnnsetindnnsuuuuiildiunduiundsdiineu
ensifiusnwvideriane

4.6) d1tinauasesssunsIveluay
diinaueiesssumsideluay Wumhsauildnsatuayumsiausig 9
Y93AMENTIINTITEsTINY 1oy Wmihiidheatiuayun agldfunisiineusuieaiu
Mé’ﬂmiﬁug’m%aﬁ%ﬁmmﬁé’aluﬂu %’jumumiﬂﬁﬂ’amummgm WAZWLUD
UfORBY 1 MRgdesiumsufoivind oaduanudlaigniomsstudunou
N15UHURIULIATIUVBIAUENTTUNITITETITUNTITEIUALY dusussdUsenau
Yasdinau Usenaunie
4.6.1) WnhdtinuasesssunsIdeluauy
snthdninaunheaiesssunisideluay Rarsuusislaesesaud
A1e33s wasuduoamihidtasiaviynisy dadudiifienudedng gasn o
AUSURAYeU AuimuasesssunTideluay dussaunisalainuniside &
AuanansasazinurlunsuImsianisdineusaznsnenseng 4 Inthi
fasialuil
1) UjtRnthigeasauyns luanenssunsasesssunsideluny
2)  aduayunIsnluauresaienIsun1ssesssun1siveluay laun
Fiflunsdarhionansifieursienniznssunmss S1eiudin nifsderiou
UsENIARng 9 U83ALENIIINISNTINNITT USmsdanisidesdosden
LAEUIMITIANITIAUTEYUANLNTTUNITITETTTUNTITE L UAUAIY
fiuun 1 Dusu
3)  uImsdanisianssuvesdinnuniigasesssunisideluauniuay
nMsufvRuvesdmifiddnaulnduluauueuay uagan
WlgUEUBIADIL
4 dari51991u TIUTINTeYalATINITIdY dnvaia Anniuuszidung
wiedugrudouadinau uasiaueronnznssunnsatesssuniside




ANZNIIUNITITUSITUNTSIFYIUAY SOP

AQZLNNEAENSLSINEIUIATINISUR adudl 2022
UAINYIEIUKNA version 3
unfi 2
Tassadrauazsrunantiiives o
ANIZNITUNTRTESIIUNNIVe luAL im 16 vae 19

(Structure and Function of

Institutional Review Board)

Tuay iilelsiusesuinauedonmznITuNITANTLNNEA1 AN
15981185145 UR
5) U3Msdinng oudAndnnsdng 1 fesudszinuanldievesdiney
Anugua As1ageun1siindngeudszuia AUANNISIUNT AN
finnsanlasan1side/ \eussys Aremns/ Artag gunsnidldly
dinau
6) AU UTAUIF TN INUNUTATATIAIRIAULAL UHUTRIUT
ﬁ’ﬂamwﬁmﬁwﬁ/rzﬂﬁﬁqﬁ%ﬁmm
7)) UfReudu 4 auilduieumng
4.6.2) WwhideaduayLnsTuYe RN TIINTATEE TN
thiidninaun Wudfirnufuazussaunisaifunside Sesssunis
eluau wazdudu q MAeades danuarunsauasinuslunisdanis
dfnaunazninginssing o MAeates daudednd gasn azilay
Suiiaveudenudildsuueunng Tnednihilfleatuayusnuiiugsnisves
AENIIUNTTIEETINY dwolull

Y

U
W

1) ATIVABUANIUYNABIATUNIU Lz TuLeNanstATINMTITerUsTUY
EC E-Submission Online

2) Anvedeasiugifeuaziifetes iilevedeyaifnafulassnsidemunisiese
Y0INTIUNT MiFOTUITaBTERTY o RertunanIsiansanlasimsive

3) dndaenarsiansinisidelugiuuudidnuseiinduiu Google Drive Tiun
ANNENTIUNIT JIATUNDUMINY

4) Faasusieun1sUTEYy wazudwman1siasunliungide liussuy
EC E-Submission Online

5) Yuenansvedlasensfildunisusesnds wu definsudeuiudsulasesng
34 (Protocol amendment) s1831un1sidsauuainlases193de (Protocol
deviation) ‘J’]ENWLW;ﬂ’]’iiﬂajﬁwizmﬁ (Adverse event report) N15439UA
1A59M15398 (Close out report) Wusiu wazdnvimtsdodyusyyu

6) danutenans/deyadiannseiinduvetlasenisideedslszuu Iaunsaduaule
a81398UsEANS AW

7) SIUTINAARADY1 AN AN TUILUBIALENTIUNITITUSIIUY tdUaNe
fumnseuivun egnetoslay 1 ads




ANZNIIUNITITUSITUNTSIFYIUAY SOP
AMSLNNYANFNI LSINYIUIATINITUR AUUN 2022
URINYIaLUTNA version 3

undl 2

Tnssaduazsrunantiives o
AMZNIIUNTTAILFTIUNTIVE TUAU w1l 17 v9 19
(Structure and Function of

Institutional Review Board)

8) dvindeansaumaluy Website 193AMENTTINNTITO55TU IloiHoUNIToyaR1Y
P38555UMTITeluay

9) fuiFessniemniifvidesiulasamidonndundnde uarinaussouszsu
ANENTTINST Vi oRuMuildSuMIIeUMNY e idunisse

10) SUNTIUNIATNTINWIANLAUVBIANLNTIUANTITETITUY WavUfURnuees
weasn saueasualuenarstennasnisdnuiainuduveslasnisive
(Confidentiality agreement) iflaiFuiduvisulugiugidmiidoativayu
N9YMILUDIAAENTIUNTTIOETINY wavasumEEnagiatioonn 4 T Tasasdas
Auenansililuuiuuse TRveadmiiflusazaudae

iielwanunsaviauauniiidinalfegeiiuseansam agdesiinszuiunis

fatoluil

1) dnsuevmngnudmiudmifudazauegadau ieliannsoufoals
og19gnAes wazanusaufoRnunaumuiuld madimsaveadmiieulany
Wik

2) Winmsflneusunruidiuaiessaunsideluau wernudilalunuidow joa

3) finsuszyudvthianeludnineus Wefaniueu lnedadunszuiunis
A isnsuaniUAB U suoesasiiane

a) duadulsiinisiauidneninvendming lagliidrfunisilneusuluiiead
\Aeades egrsasinane Wy n1sUsEAUAMAINGIY (Quality assurance) finwe
mwdang fnurlunsiasedeas waevinuelunisldfeansaume Wy

5. wdnasesssuiiamznssunisasesssua MduuuanisdunisufiAsu (Ethical
principles)
elvinisdndunsideldunsgiuaina duduiivoniuvesuiuienssdseineg
ANENTIUNS3U553U7 IEensdamdnasesssumiaeluauy suweluil 1eun
® Declaration of Helsinki (World Medical Association 1964, Revised 1975, 1983,
1989, 1996, 2000, 2008, way 2013)
® The Belmont Report (1978)
® The International Conference on Harmonization (ICH), Guidance for
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WHO standards and operational guidance ethics review of health-related
research with human participants (2011).

International Conference 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 ICH E6 (R2)
(2016).

International Ethical Guidelines for Biomedical Research Involving Human
Subjects: The Council for International Organization of Medical Sciences
(CIOMS) in collaboration with the World Health Organization (2016).
Declaration of Helsinki (World Medical Association 1964, Revised 1975, 1983,
1989, 1996, 2000, 2008, Lay 2013).

The Belmont Report (1979).

The Office for Human Research Protections (OHRP)’s guidance 2017.
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Clinical Trial Protocol Template for Ramathibodi EC Submission

Based on SPIRIT 2013 checklist (https://doi.org/10.7326/0003-4819-158-3-201302050-00583)

(Al information can be written in Thai or English. Descriptions in red must be deleted before submission)

Study Title (English):

Study Title (Thai):

Principal investigator:

<please include name, affiliation and contact data, signed and dated CV is required in separate

documents>

Co-investigator(s):

<please include name, affiliation and contact data, signed and dated CVs of all co-investigators are

required in separate documents>

<Please remark who is the advisor for student/resident research project>

Sponsor or planned sponsor, grant, scholarship <if applicable>:

- Detail all sources and types of financial, material, and other support.

- Name and contact information for the trial sponsor or intended funding sources.

- please note that Mahidol University do not allow using of healthcare insurance or beneficiary for
research purpose. If the investigator believes that all study procedures in the study are within
reimbursable standard of care, please enclose letter of confirmation from the head of the

department. >

Conflict of Interest:

Version......Date..........



< describe any potential issue that the outcome of the research may lead to a investigators’ personal

advantage, and that might compromise the integrity of the research.

- Do investigator or their immediate family or someone with whom they are in a close personal
relationship is working for pharmaceutical company that sponsor the clinical trial?

- Do investigators receive honorarium from pharmaceutical company that sponsor this clinical trial
and how much?

- In case of receiving educational non-restrictive grant, letter of intent from sponsor is needed.>

Study sites (list all as planned):

<please include all study site(s) e.q., Phaya Thai, CNMI campus, Siriraj>

Trial registration:

< Trial identifier and registry name. If not yet registered, name of intended registry>

Background and Significance:

< This section is based on your research question. How would you answer the questions and give
explanations to your answer? What are the assumptions and relationships?

Justification of your conducting this study based on existing knowledge and your research question.

- Describe the disease/problem including incidence

- Describe current standard treatments

- Description of the study drug/intervention
- Provide summary of previous pre-clinical studies, and relevant clinical studies. Details should be
enough to show that thorough literature reviews have been done and investigator has adequate
expertise in that research question.
- Each reference from the literature should be cited in the text using superscript or
blanket/parentheses arabic numerals. List of references should be put at the end of protocol.
- In the last paragraph, please state the main purpose/rational of the study summarizing all the

information provided in your background section

Objectives:

Primary Objective:

< The primary objective is the main question to be answered by the results of the study, which

determines study design and sample size. >

Version......Date..........



< use action verb and specify population, intervention, control, and outcome>

Secondary Objectives (if any):

< Secondary objectives are additional questions to be addressed, if possible, which can be two or three

can be dependent or independent of the primary objective.>

Study design/methodology:

<Include the description of study type (double-blinded, placebo-controlled, open/off label, parallel or
crossover design, randomized, quasi-experiment), allocation ratio, and framework (eg, superiority,
equivalence, noninferiority, exploratory). Type of study and design should be decided based on the

proposed primary objectives.

Including of study flow diagram or clinical trial flow (CONSORT) is required!!!! >

Study Population and :

< Details of the population to be included in the study>

Inclusion Criteria:

<In order to be eligible to participate in this study, a subject must meet all of the following criteria.
Ethically, investigator should always include participants that are likely to get benefit from the study

intervention>

Exclusion criteria

<A potential subject who meets any of the following criteria will be excluded from participation in this
study. Investigator should always exclude any participants that are likely to be harm from the study

intervention eg. drug allergy, having contraindication.>

Study drug /Interventions <if applicable>:

<Drug: provide details of formulation, dosage of study drug, interval, duration, storage and stability of the

preparation, and administration,

Medical device: provide detail of development/manufacture, details of application and related

procedure.
Treatment/surgical procedure(s): provide details as 4W1H (what, who, when where, how) >

Comparator/Control <if applicable>:

<provide details of placebo (ingredient use), active control>
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<please provide rational for using such control>

Treatment Allocation and concealment:

- Provide technique of allocation (eg. simple/ block/ stratified randomization), method of
generating the allocation sequence (eg, computer-generated random numbers), and list of any
factors for stratification.

- Mechanism of implementing the concealment of allocation sequence (eg, web-based centralized
treatment allocation or sequentially numbered, opaque, sealed envelopes), describing any steps
to conceal the sequence until interventions are assigned

- Who will generate the allocation sequence, who will enrol participants, and who will assign

participants to interventions

Blinding (masking):
- Describe who will be blinded after assigcnment to interventions (eg, trial participants, care
providers, outcome assessors, data analysts), and how
- If blinded, circumstances under which unblinding is permissible, and procedure for revealing a

participant’s allocated intervention during the trial eg. having serious adverse event.

Participant timeline and Procedures:
- Provide time schedule of enrolment, interventions (including any run-ins and washouts),
assessments, and visits for participants.

- A schematic diagram or table is highly recommended.

Outcomes/endpoints:

- Describe primary, secondary, and other outcomes, including the specific measurement
parameters/variables and time point for each outcome.
- Explanation of the clinical relevance of chosen efficacy and harm outcomes is strongly

recommended.

Discontinuation/withdrawal criteria:

< Details of the criteria that participants need to stop study procedure/drug due to safety reason eg, drug

dose change in response to harms, participant request, or improving/worsening disease.>

Adverse Event Reporting:

<Provide a definition of an Adverse Event (AEs) and Serious Adverse Event (SAEs). Include methods and
timings for assessing, recording, and managing adverse events and safety parameters. Also include how

will you report these procedures and stopping rules for a study participant?>

Statistical Analysis Plan:

<Describe
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- how the data (categorical data and/or continuous variables) will be presented (quantitative
and/or qualitative), and how derived parameters will be calculated (if applicable);

- How missing data will be handled;

- how the data will be statistically analysed, including information on analysis population (e.g.,
intention-to-treat) to be included in the analyses.

It is recommended to consult a biostatistician for details in this section. Deviation from the protocol

may be considered as data falsification.>

Sample size determination:

The number of subjects should always be large enough to provide a reliable answer to questions

addressed. Also, the size of detectable differences should be of clinical relevance.

The number of subjects is usually determined by the primary objective of the trial. If the sample

size is determined on some other basis, then this should be made clear and justified.

There are many formulas to calculate the size of the study population. It should be clear which
method is used and the reasons why this method has been chosen. For non-inferiority clinical

trial, sample size should be calculated based on clinical-relevant non-inferior margin.

- In case of multiple primary objectives, e.¢., evaluation of multiple endpoints, each objective should
have its own power calculation and in each of these the multiplicity corrected alpha, if needed,

should be taken into account.

Ask advice from a statistician to help you with this matter.

Recruitment procedure:

- Explain strategies for achieving adequate participant enrolment to reach target sample size
- Please specify plan to recruit participant e.g., poster, social media, personal contact
- The patient advertisement document e.g., letter, poster must be attached as a separate

document.

Informed Consent Process:

Please give a description of the recruitment and informed consent procedures.
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- How, when, where and by whom (investigator, supervising doctor, other person) will subjects be
informed about the study and asked for their consent?

- In participants with presumed limited decision capacity (eg. dementia, sedated, encephalopathy),
assessment of cognitive function or seeking consent from legally authorised representative will be
needed.

- How much time will they be given to consider their decision?

<The informed consent form must be attached as a separate document.>
<For study in children and adolescent age 7 to 18 years, assent with languages appropriate for

ages must be included>

Privacy and confidentiality (Data Management Plan) :

Accroding to Thai Personal Data Protection Act 2019, this section is mandatory.

- Who will be responsible for data management?

- How will new data be collected or generated?

- What data (for example the kind, formats), will be collected or generated?

- How will the data be organized and recorded to ensure for both quality control and
reproducibility?

- How will data be stored and backed up during the research?

- How will data security and protection of sensitive data be taken care of during the research?

- How will compliance with legislation on personal data and on security be ensured If personal data
are collected, stored, or processed?

- Who, which investigators and research staff, will have access to biospecimens and data?

- How will access be controlled?

- Any plans for sharing or providing access of the data to others outside Mahidol University.

- Outline the plan for data preservation and give information on how long the data will be retained.

Ethical consideration:

- Risks to participants and how to minimize the risks:

<Identify any risks and burdens involved while conducting the study and procedure to minimize

such risk/burden>
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- Direct Benefits to Participants

<Include potential benefit to health and wellbeing of participants. Please do not overclaim.>

- Scientific or social value

<Include potential knowledge advancement or application to the society.>

Example: This study does not present the prospect of direct benefit to the participants. However, the

- Justification if enrolling potentially vulnerable subjects.

<Please specify the justification for enrolment of children and/or incapacitated adults
participating in research especially non-therapeutic clinical trial. This should also be specified in
the informed consent.>

- Travel compensation and compensation for injury

<Please describe any special incentives, compensation, or treatment that subjects will receive
through participation in the study.>
- Plan of board consent

<Plans for collection, laboratory evaluation, and storage of biological specimens for genetic or

molecular analysis in the current trial and for future use in ancillary studies, if applicable>

Study Timeline:

<Provide timetable of the study>

Example:
screening, enrollment, --—-6 months from January 20xx to June 20xx
treatment phase ---—-6 months from ...

data collection and data analysis -----2 months from ...

Budget:

<Describe planed budget for each category eg. study-related care, study intervention, laboratory testing,

participant travel compensation.>
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References:

<List all the references used in the background section at the end of the protocol. Vancouver or AMA

style is preferred.>

SIGNATUTI ..o Principal Investigator
(e )
Date...eiiiiciciiei e
SIGNATUIE ..o Major Advisor (if any)
(et )
DAt
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Medical Device Clinical Investigation Plan (CIP) Template for EC Submission

Based on ISO 14155:2020

(Al information can be written in Thai or English. Descriptions in red must be deleted before submission)

Study Title (English):

Study Title (Thai):

Principal investigator:

<please include name, affiliation and contact data, signed and dated CV is required in separate

documents>

Co-investigator(s):

<please include name, affiliation and contact data, signed and dated CVs of all co-investigators are

required in separate documents>

<Please remark who is the advisor for student/resident research project>

Funding and research agreement

Provide a brief description of how the clinical investigation is financed and a brief description of the
agreement between the sponsor and the site. Include information about the economical arrangement
between sponsor and site (e.g., does site receive payments after specified accomplished parts of the
clinical investigation, does the sponsor pay for more than the investigational device, does the sponsor pay
for personnel costs at site, is the clinical investigation initiated by a company or is the clinical
investigation initiated by an academic researcher). Note, the size of the economic compensation does not

need to be specified.

Study sites (list all as planned):
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<please include all study site(s) e.g. Phaya Thai, CNMI campus, Siriraj>

Identification and description of the investigational device
- Description of the investigational device

Provide a summary description of the investigational device. It is recommended to include schematic

and/or photo illustrations to describe device design and system components.
- Intended purpose

Describe the intended purpose of the investigational device in the proposed clinical investigation. Note
that the intended purpose in the clinical investigation might be different from the planned intended
purpose of the final product to be marketed later, or outside the intended purpose of an already CE
marked product. It is necessary to clearly describe the difference between the intended purpose of the

final device compared to the intended purpose in the clinical investigation.
- Manufacturer of the investigational device

Provide details concerning the manufacturer of the device.

Name:

Address:

Contact, phone number:
- Model/type

Provide the name or number of the model/type, including software version and accessories, if any, to

permit full identification.
- Target population

Provide a description of the population(s) and indication(s) for which the investigational device is

intended.

Detailed description of the investigational device and materials coming into contact with the human body
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Give a detailed description of the investigational device and include the technical and functional features

of the device. For some devices where this list is extensive, this can be placed in an appendix.

Describe any materials that will be in contact with tissues or body fluids. Include details of any medicinal
substances, human or animal tissues or their derivatives, or other biologically active substances. Provide

references to compliance with relevant general safety and performance requirements.

- Medical or surgical procedures (if applicable)

Give a description of the specific medical or surgical procedures involved in the use of the investigational

device.

- Summary of required training/experience needed

Give a summary of the necessary training and experience required to use the investigational device. The

requirements shall be based on the risk assessment (SS-EN 1SO 14971:2020).

Background and justification for the design of the clinical investigation

- Background

Provide a background literature review.

Present the current state of the art in clinical care in the relevant field of application and describe the

proposed benefits of the new device.

- Evaluation of results of prior testing, assessments and clinical investigations

Justify the use of the investigational device in human subjects by an evaluation of the results of the

relevant pre-clinical testing/assessment and, if applicable, clinical investigations previously carried out.

- Evaluation of clinical data

Present an evaluation of clinical data of the investigational device that are relevant to the clinical

investigation.

- Description of the clinical development stage
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If applicable, provide the clinical development stage, for example pre-market clinical investigation
(involving stages as pilot and pivotal) or post-market clinical investigation (post-market stage) (see ISO
14155:2020 Annex ).

Risks and clinical benefits of the investigational device and clinical investigation

- Expected clinical benefits

Describe the expected clinical benefits. Also include other expected benefits, e.¢., health economics
benefits.

- Anticipated adverse device effects

Describe the anticipated adverse device effects as identified in the risk analysis report (see 1SO
14971:2020).

- Risks associated with participation in the clinical investigation

Describe the risks associated with participation in the clinical investigation, as identified in the risk analysis
report (see 1SO 14971:2020).

- Possible interactions with concomitant medical treatments

Describe possible interactions with concomitant medical treatments as identified in the risk analysis report
(see 1SO 14971:2020).

- Steps to be taken to control or mitigate risks

Describe the steps that will be taken to control or mitigate the risks. List what steps are to be completed
to reduce anticipated adverse device effects. List what steps are to be completed to reduce any risks to

subjects prior/during/after the procedures in the clinical investigation.

- Rationale for benefit-risk ratio

The benefits of the study shall be weighed against the risks for the subjects. Give the benefit-risk rationale
and demonstrate that the benefits justify the risks.

Objectives:

Primary Objective:

< The primary objective is the main question to be answered by the results of the study, which

determines study design and sample size. >
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< use action verb and specify population, intervention, control and outcome>

Secondary Objectives:

< Secondary objectives are additional questions to be addressed, if possible, which can be two or three

can be dependent or independent of the primary objective.>

Safety objectives:
Include the risks and anticipated adverse devise effect to be assessed in the clinical investigation. If safety

is the primary objective, this section can be removed

Design of the clinical investigation

Describe the design type of the clinical investigation to be performed (e.g., randomized, comparative
double-blind or open label, parallel groups or crossover) and the use of control group and comparator.

Provide details about multicenter or international clinical investigation.

Provide the rationale for the choice of clinical investigation. If no control(s) is to be used this shall need to

be explained and justified.

It can be useful to include a figure of the clinical investigation design.

Endpoints

Provide a rational for the selection and measurements of endpoint(s) and variables as set out in the

clinical evaluation plan. This is also applicable to composite endpoints.
- Primary endpoint
The primary endpoint shall be appropriate for the investigational device and shall be clinically relevant.

- Secondary endpoint (s)
- Safety endpoint(s)

Exposure to the investigational device, comparator (remove comparator if not applicable to your

investigation) and supporting treatment

Provide a description of the exposure to the investigational device(s) or comparator(s), if used. If the
comparator is a medical device, include information about this medical device, as applicable (see section
6.3.1). List any other medical device or medication to be used during the clinical investigation. Include the

number of investigational devices to be used, together with a justification.

- Description of the comparator (applicable if the comparator is a medical device)
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Provide a detailed description of the comparator. Specify details concerning the manufacturer of the
device. Provide the name or number of the model/type, including software version and accessories, if any,
to permit full identification. State the intended purpose and enclose the instructions for use for a CE

marked device.

Subjects

- inclusion criteria
List the Inclusion criteria for subject selection.

- Exclusion criteria
List the exclusion criteria for subject selection.

- Investigation population
Provide the size of the investigation population. State the representativeness of investigation population
in relation to target population (see section 2.5). If applicable, provide information on vulnerable subjects
involved such as children, presnant or breastfeeding women, immune-compromised or, elderly subjects.

- Criteria and procedures for subject withdrawal or discontinuation.
Describe when and how to withdraw a subject from the clinical investigation or stop the use of the
investigational device. In particular, subject safety aspects related to withdrawal should be considered.
For example, if an implantable device, describe how this will be handled. Describe any procedures for the
replacement of subjects, and describe plans for documentation of efforts to be made to trace subjects

that are lost to follow-up and possible reasons.

Methods to minimize bias

Describe the measures to be taken to minimize or avoid bias, including randomization and the use of
blinding/masking. Describe any known or foreseeable factors that can compromise the outcome of the
clinical investigation or the interpretation of results. Provide details on the management of potential
confounding factors for example subject selection, clinical investigation design (such as stratified

randomization) or by statistical analysis.

If applicable, describe any differences in clinical investigation site environment.

Description of the clinical procedures and diagnostic methods relating to the clinical investigation
<Provide the total length of time participants will remain in the study or will be taking drug including the
follow up period.

Include an approximate end date of the studly.

add a flow chart or overview of the clinical investieation. Provide a review of each visit describing clinical

investigation-related procedure(s) the subject undergoes during each visit.>

End of the clinical investigation

Define the completion of the clinical investigation. This is usually the last visit of the last subject and

when the follow-up is complete for the clinical investigation.

Describe the follow-up after end of clinical investigation, if applicable. For implantable devices these

procedures shall cover traceability as a minimum. If the follow-up of the patient after the clinical

investigation does not differ from the clinical practice, this shall be stated.
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Biological sampling procedure (if applicable)

- Handling, storage, and destruction of biological samples

Specify sampling, sampling volumes, analytical methods (including information about method validation)

and where the analyses will be performed.
Detailed sampling and handling procedures can be described in a separate document.

- Total volume of blood per subject
- Biobank

Monitoring plan

The monitoring plan shall be developed using a risk-based approach (see 1SO 14155:2020 6.7) based on
the nature of the clinical investigation (objective, design, complexity, size, critical data points etc.). Provide
the general outline of the monitoring plan, including access to source data and the extent of source data
verification planned.

Text suggestion: The clinical investigation will be monitored by an independent monitor before the clinical
investigation begins, during the clinical investigation conduct, and after the clinical investigation has been
completed, so as to ensure that the clinical investigation is carried out according to the CIP and that data
is collected, documented, and reported according to ISO 14155:2020 and applicable ethical and
regulatory requirements. Monitoring is performed as per the investigation’s monitoring plan and is
intended to ensure that the subject’s rights, safety, and well-being are met as well as data in the CRF are

complete, correct, and consistent with the source data.

Statistical considerations
With reference to objectives and hypotheses of the clinical investigation and the design of the clinical
investigation, the description of and justification for statistical design and analysis of the clinical
investigation should cover all relevant topics given in each sub-section below, to the extent applicable for
the particular investigation. If needed, new sub-sections can be added.
Exploratory clinical investigations might not require pre-specified statistical hypotheses, although the
design of the clinical investigation and the interpretation of the outcome can be more straightforward if
statistical considerations are provided.

- Analysis population
Define the clinical investigation subjects that will be included in the analyses, e.g., state if the analyses

will be applicable to intention-to-treat (ITT) or per protocol (PP).
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Specify whether sensitivity analyses of the main analyses will be performed, i.e., examining the sensitivity
of an ITT analysis with help of a complementary PP analysis.

- Descriptive statistics
Provide a general description of the descriptive/summary statistics.

- Analytical procedures
Describe the statistical methods that will be used to answer the primary and secondary objectives and
clarify the underlying statistical models.
State which covariates (and any stratifications) will be adjusted for in the analyses.
State any transformations of variables and justification for this.
State how the clinical investigation results will be reported, e.g., a relative treatment effect with
associated 95% confidence interval and p-value.
State if one- or two-sided tests of statistical significance will be used. Justify the use of one-sided tests in
particular.

- Subgroup analysis
Specify subgroups to be used for the analysis, if applicable, or if response to treatment is expected to be
different in these groups.

- Missing data
Specify how drop-outs and missing values will be handled, with a justification. For planned imputation of
missing values, the method for this must be stated.

- Exploratory analysis and sensitivity analysis
Describe any exploratory and sensitivity analysis, if applicable. This should be done to explore the
robustness of results of primary and secondary analysis depending on the methods used for handling

missing data.

Sample size determination:

State the total number of subjects needed for the clinical investigation. Sample size calculations shall be
performed for all primary outcome variables (in the case of several).

State and motivate the effect size (e.g., group differences, standard deviations) that the sample size

calculation builds, usually the smallest clinically relevant effect.
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Specify in detail the assumptions on which the sample size is based. Specify in particular:

. method by which the sample size is calculated

. significance level

. desired power

. compensation for expected drop-outs taking into account expected drop-out rate, such as

withdrawal, lost to follow-up, death (unless death is an endpoint).
For exploratory and observational clinical investigations, in which the sample size is not required to be

derived by calculation, the scientific rationale for the chosen sample size should be provided.

Number of procedures to be performed by a single user

Give the rationale for the number of procedures to be performed by a single user as part of the learning
curve and how these data are to be analyzed, if applicable. Discuss extent, influence and management
of expected learning curve effects, considering that a user develops an increasing experience with the

number of procedures performed

Data management and protection
Include a description of the subject identification code that allows identification of all the data reported
for each subject. This list shall be retained by the principal investigator in a secure location.
Text suggestion: Subjects who participate in the clinical investigation are coded with a specific clinical
investigation identification number. All subjects are registered in a subject identification list (subject
enrolment and identification list) that connects the subject’s name and personal number with a clinical
investigation identification number.
All data will be registered, managed, and stored in a manner that enables correct reporting,
interpretation, and verification.

- Case Report Form
Describe the methods for data entry and collection, including procedures for verification, validation, and
securing of electronic clinical data systems, if applicable.
Specify which data that can be reported directly in the CRF. Include a statement that a source data
location list will be present at site. Describe that the CRF will be signed by the principal investigator(s) or
authorized designees. Describe that any change or correction to data reported on a CRF shall be dated,
initialed and explained if necessary, and shall not obscure the original entry (i.e. an audit trail shall be
maintained); this applies to both written and electronic changes or corrections.

- Data cleaning and database lock
Describe procedures used for CRF tracking, data review, database cleaning, and issuing and resolving data
queries. Describe methods for database lock.

- Archiving
Specify that the principal investigator and sponsor shall maintain the essential clinical investigation
documents in the investigation site and sponsor files, respectively.

- Data protection

Describe the arrangements to comply with the applicable rules on the protection and confidentiality of

personal data. Include information about organizational and technical arrangements that will be
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implemented to avoid unauthorized access, disclosure, dissemination, alteration or loss of information
and personal data processed. Describe the measures that will be implemented to ensure confidentiality
of records and personal data of subjects and a description of measures that will be implemented in case

of a data security breach in order to mitigate the possible adverse effects.

Device traceability and accountability

Describe the clinical investigation specific labelling of each device.

Describe how the access to the investigational device will be controlled.

Describe the traceability of the device, for example, how it should be achieved during and after the clinical
investigation.

Describe the process and documentation that the sponsor will use to keep records of the physical location
of all investigational devices from shipment of investigational devices to the investigation sites until return
or disposal.

Describe the procedures and particular materials and instructions for the safe return of investigational
devices, including those that are potentially hazardous. The sponsor should have instructions in place and

make packaging materials available.

Informed consent process

- General process for informed consent

Describe the procedure for how information is given to the subjects and how consent is obtained.

Informed consent shall be obtained in writing from the subject and the process shall be documented

before any procedure specific to the clinical investigation is applied to the subject.

The principal investigator (or the person to whom the task has been delegated) must provide both oral
and written information to the intended subject regarding what participation in the clinical investigation
entails. The investigator must avoid any coercion or undue improper influence on, or inducement of, the
subject to participate. The qualification of a principal investigator’s authorized designee can be subject to

national regulation.

A copy of the subject information as well as a copy of the signed informed consent form shall be

provided to the subject.

If the subject information changes during the clinical investigation conduct, the subject has the right to
once again decide on whether he/she would like to continue their participation. This by allowing the

subject to sign a revised subject information and informed consent form.

- Informed consent process for vulnerable populations

Describe the specific informed consent process, if applicable, for vulnerable populations. Remember to

adapt and describe the procedure based on whether the subject is a child (assent). In clinical
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investigations where minors participate, the consent of both parents (legal representatives of the minor)

must be obtained.

Adverse events, adverse device effects and device deficiencies

a) Definitions of adverse events and adverse device effects.

b) Definition of device deficiencies.

¢) Definitions of serious adverse events including serious health threat and serious adverse device effects
and, where appropriate, unanticipated serious adverse device effects.

d) List of non-reportable adverse events, if applicable, including rationale.

e) Time period in which the principal investigator shall report all adverse events and device deficiencies
to the sponsor and, where appropriate, to ECs and the regulatory authority.

1) Details of the process for reporting adverse events (date of the adverse event, treatment, resolution,
assessment of both the seriousness and the relationship to the investigational device and the related
procedure).

¢) Details of the process for reporting device deficiencies.

h) List of foreseeable adverse events and anticipated adverse device effects, together with their likely
incidence, mitigation, or treatment.

i) Emergency contact details for reporting serious adverse events and serious adverse device effects.
Information regarding the DMC, if established.

Study Timeline:

<Provide timetable of the study

Sample language:
screening, enrollment, --—-6 months from January 20xx to June 20xx
treatment phase ---—-6 months from ...

data collection and data analysis -----2 months from ...>

References:

<List all the references used in the background section at the end of the protocol. Vancouver or AMA

style is preferred.>

SIGNATUI ..o Principal Investigator
(e )
DAte.. i
SIGNATUIE....ceeoeeeeeee e Major Advisor (if any)
(e )
DAte. e



Artificial Intelligence Research Protocol Template for EC Submission

(Al information can be written in Thai or English. Descriptions in red must be deleted before submission)

Study Title (English):

Study Title (Thai):

Principal investigator:

<please include name, affiliation and contact data, signed and dated CV is required in separate

documents>

Co-investigator(s):

<please include name, affiliation and contact data, signed and dated CVs of all co-investigators are

required in separate documents>

<Please remark who is the advisor for student/resident research project>

Sponsor or planned sponsor, grant, scholarship <if applicable>:

<please note that Mahidol University do not allow using of healthcare insurance or beneficiary for
research purpose. If the investigator believe that all study procedures in the study are within reimbursable

standard of care, please enclose letter of confirmation from the head of the department. >

Conflict of Interest:

< describe any potential issue that the outcome of the research may lead to a investigators’ personal

advantage, and that might compromise the integrity of the research.

e Do investigator or their immediate family or someone with whom they are in a close
personal relationship is working for pharmaceutical company that sponsor the clinical
trial?

e Do investigators receive honorarium from pharmaceutical company that sponsor this

clinical trial and how much?
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e In case of receiving educational non-restrictive grant, letter of intent from sponsor is

needed.>

Study sites (list all as planned):

<please include all study site(s) e.g. Phaya Thai, CNMI campus, Siriraj>

Background and Significance:

< This section is based on your research question. How would you answer the questions and give
explanations to your answer? What are the assumptions and relationships?

Justification of your conducting this study based on existing knowledge and your research question.

- Describe the disease including incidence

- Provide summary of previous relevant studies. Details should be enough to show that thorough
literature reviews have been done and investigator has adequate expertise in that research question.

- Each reference from the literature should be cited in the text using superscript or blanket/parentheses
arabic numerals. List of references should be put at the end of protocol.

- In the last paragraph, please state the main purpose/rational of the study summarizing all the

information provided in your background section.

You need to clearly answer the question, ‘What we will know as a result of this study that we do not

know before?’>

Objectives:

Primary Objective:

< The primary objective is the main question to be answered by the results of the study, which

determines study design and sample size. >

< use action verb and specify population, intervention, control and outcome>

Secondary Objectives:

< Secondary objectives are additional questions to be addressed, if possible, which can be two or three

can be dependent or independent of the primary objective.>

Study design/methodology:
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Explains the procedures that will be used to achieve the objectives. In this section, details of the variables
(input and outcome features) and the ways to measure them should be included.

How are you planning to do this study? Details of the methods and procedures should be included.

Detail the process of data extraction/collection including training of extraction/collection personnel,
extraction/case record forms to be used, and the data flow.

Including of study flow diagram or clinical trial flow (CONSORT) is required!!!! >

Study Population:

State the selection of study subjects including controls, giving the inclusion and exclusion criteria
and period / place of recruitment.

Data sources and period of study.

Statistical Analysis Plan:

Give the procedure for data analysis, including data retrieval, data management, statistical analysis to
be carried out, data mining techniques, software to be used, data storage and security.

Which algorithm will be applied and how to perform the performance.

Sample size determination:

Indicate how the sample size has been determined with equation, and allowance for loss to follow up.

How to split data (train/test), data imputation, data augmentation (if needed).

Privacy and confidentiality (Data Management Plan) :

<Accroding to Thai Personal Data Protection Act 2019, this section is mandatory.

- Who will be responsible for data management?

- How will new data be collected or produced?

- What data (for example the kind, formats), will be collected or produced?

- How will the data be organized and recorded to ensure for both quality control and
reproducibility?

- How will data be stored and backed up during the research?

- How will data security and protection of sensitive data be taken care of during the research?

- How will compliance with legislation on personal data and on security be ensured If personal data
are collected, stored, or processed?

- Who, which investigators and research staff, will have access to biospecimens and data?

- How will access be controlled?

- Any plans for sharing or providing access of the data.
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- Outline the plan for data preservation and give information on how long the data will be retained.

Ethical consideration:

- Risks to participants and how to minimize the risks:

<Identify any risks and burdens involved while conducting the study and procedure to minimize

such risk/burden>
- Direct Benefits to Participants

<Include potential benefit to health and wellbeing of participants. Please do not overclaim.>

- Scientific or social value

<Include potential knowledge advancement or application to the society.>

Sample text: This study does not present the prospect of direct benefit to the participants. However, the

study does provide an opportunity to eain a better understanding of...

- Justification if enrolling potentially vulnerable subjects.

<Please specify the justification for enrolment of children and/or incapacitated adults
participating in research especially non-therapeutic clinical trial. This should also be specified in

the informed consent.>

Study Timeline:

<Provide timetable of the study

Sample language:
screening, enrollment, --—-6 months from January 20xx to June 20xx
treatment phase ----- 6 months from ...

data collection and data analysis -----2 months from ....>

References:

<List all the references used in the background section at the end of the protocol. Vancouver or AMA

style is preferred.>
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SIGNATUI ..o Principal Investigator
(e )
DAte. e
SIGNATUIE ..o Major Advisor (if any)
(e )
Date...iiciiiciiiec e,

Version



Non-experimental Study Protocol Template for Ramathibodi EC submission

(Al information can be written in Thai or English. Descriptions in red must be deleted)

Study Title (English):

Study Title (Thai):

Principal investigator:

<please include name, affiliation and contact data, signed and dated CV is required in separate

documents>

Co-investigator(s):

<please include name, affiliation and contact data, signed and dated CVs of all co-investigators are

required in separate documents>

<Please remark who is the advisor for student/resident research project>

Sponsor or planned sponsor, grant, scholarship <if applicable>:

- Detail all sources and types of financial, material, and other support.

- Name and contact information for the trial sponsor or intended funding sources.

- please note that Mahidol University do not allow using of healthcare insurance or beneficiary for
research purpose. If the investigator believes that all study procedures in the study are within
reimbursable standard of care, please enclose letter of confirmation from the head of the

department. >

Conflict of Interest:

< describe any potential issue that the outcome of the research may lead to a investigators’ personal

advantage, and that might compromise the integrity of the research.
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- Do investigator or their immediate family or someone with whom they are in a close
personal relationship is working for pharmaceutical company that sponsor the clinical
trial?

- Do investigators receive honorarium from pharmaceutical company that sponsor this
clinical trial and how much?

- In case of receiving educational non-restrictive grant, letter of intent from sponsor is

needed.>

Study sites:

<please include all study site(s) e.q., Phaya Thai, CNMI campus, Siriraj>

Background and Significance:

< This section is based on your research question. How would you answer the questions and give
explanations to your answer? What are the assumptions and relationships?

Justification of your conducting this study based on existing knowledge and your research question.

- Describe the disease including incidence

- Description of the Study factor/intervention

- Provide summary of previous studies. Details should be enough to show that thorough literature reviews
have been done and investigator has adequate expertise in that research question.

- Each reference from the literature should be cited in the text using superscript or blanket/parentheses
arabic numerals. A list of references should be put at the end of the protocol.

- In the last paragraph, please state the main purpose/rational of the study summarizing all the

information provided in your background section >

Objectives:

Primary Objective:

< The primary objective is the main question to be answered by the results of the study, which

determines study design and sample size. >

Secondary Objectives (if any):

< Secondary objectives are additional questions to be addressed, if possible, which can be two or three

can be dependent or independent of the primary objective.>

Study design/methodology:
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< Include the description of the study type, e.¢., mixed methods, qualitative study, or quantitative studly,
specifying prospective, retrospective, observational, survey, or questionnaire. Preferable if investigators
describe it as a cohort, case-control, or cross-sectional studly.

Type of study and design should be decided based on the proposed primary objectives.

Provide an overview of the design of the study, including the research methods you plan to employ to
meet your study objective. Describe in general terms how you will accomplish you research objectives.
Describe each specific assay/test that will be performed on the biospecimens if such assay/test is not

routinely used in clinical setting.

Indicate if this study will involve the use of identifiable biospecimens, data, or

Including of study flow diagram will be useful for reviewing. >

Study Population, Type and Source of Biospecimens/Data
<In this section, include the following information

- Any specific inclusion criteria (age, disease status, gender etc.)

- For case-control study, provide definition of case and control group separately.

- The source of the specimens and/or data that will be analyzed (eg. medical records, radiology
images, a public or privately Database or Biorepository, other completed studies)

- If collected under a different protocol, the COA # for each protocol from which data/biospecimen
was or will be collected.

- If biospecimens/data were collected for non-research purposes, describe the source eg. routine
clinical investigation.

- Declare how the research team has access to these materials, eg. served as investigators on the
previous protocol or seeking access from another investigator, etc.

- Whether all data/biospecimens are existing at the time of protocol submission (retrospective only)
or whether data/biospecimen collection will be prospective.

- Indicate the period of time (duration) during which the biospecimens/data were originally
collected (dd/mm/yyyy to dd/mm/yyyy) or if there will be prospective collection (dd/mm/yyyy to
dd/mm/yyyy).

- Please note that if biospecimens or data are being prospectively collected, they would need to
being collected for routine clinical purposes or under another research protocol initially to be
used as part of this protocol. Otherwise, informed consent must be obtained.

- Describe the types of biospecimens and data, and format of data and/or information (paper,
digital, image (specify), audio or visual recordings) which will be used for the research.

- For studies in which you intend to review medical charts or data sets, include a copy of the data

abstraction sheet/cased record form reflecting all the data elements you plan to abstract from

each database as an appendix.
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- The data you propose to collect must be relevant to the aims & objectives of the research and
the minimum necessary to accomplish it. If applicable, explain when and how identifiers will be
removed from the data collected.>

Study Schedule (for prospective cohort or registry study):

<Provide the total length of time participants will remain in the study or will be taking drug including the
follow-up period.

Include an approximate end date of the study.

It is convenient for the reviewer to see the events of the study schedule or duration in the form of a flow

chart. Include screening, enrollment, active dosing phase, follow-up visits, and final studly visits.>

Data Analysis Plan / Statistical Analysis Plan:

<Describe

For descriptive statistics, describe how categorical and continuous data will be presented (e.g.,

percentages, means with standard deviations, median, range).

- For inferential tests, indicate the p-value and confidence intervals for statistical significance (Type
I error) and whether one or two-tailed.

- State whether checks of assumptions (e.g., normality) underlying statistical procedures will be
performed and whether any corrective procedures will be applied (e.g., transformation or
nonparametric tests).

- How missing data will be handled.

- If the study is descriptive or hypothesis generating with no planned statistical analysis, state this

here and mark the following sections as n/a.

If the study is qualitative, data analysis plan for qualitative study needs to be stated in detail.
It is recommended to consult a biostatistician for details in this section. Deviation from the protocol

may be considered as data falsification.>

Sample size determination:

<The number of subjects required for the study should be justified.
- The number of subjects should always be large enough to provide a reliable answer to questions
addressed. Also, the size of detectable differences should be of clinical relevance.
- The number of subjects is usually determined by the primary objective of the trial. If the sample

size is determined on some other basis, then this should be made clear and justified.
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- There are many formulas to calculate the size of the study population. It should be clear which

method is used and the reasons why this method has been chosen.

- Also, the calculation itself should be given with a predefined p-value (usually 5%) and power. The

power of the study is the probability that the study will have a significant (positive) result —

provided a positive effect exists. Ask advice from a statistician to help you with this matter.>

Informed Consent Process (for interview, group discussion, observe, survey, prospective cohort, or
registry study):
<Please give a description of the recruitment and informed consent procedures. How and by whom
(investigator, supervising doctor, other person) will subjects be informed about the study and asked for
their consent? How much time will they be given to consider their decision?
The patient advertisement document (e.g., letter, poster) and informed consent form must be
attached as a separate document.
For study in children and adolescent age 7 to 18 years, assent with languages appropriate for ages
must be included.

Wavier of consent or consent by action may be allowed as case-by-case basis.>

Privacy and confidentiality:

<Accroding to Thai Personal Data Protection Act, this section is mandatory.

Who will be responsible for data management?

How will new data be collected or generated?

What data (for example the kind, formats, and volumes), will be collected or generated?
How will the data be organised, documented, and described, to ensure for both quality control
and reproducibility.

How will data be stored and backed up during the research?

How will data security and protection of sensitive data be taken care of during the research?
If personal data are collected, stored, or processed, how will compliance with legislation on
personal data and on security be ensured?

Who, which investigators and research staff, will have access to biospecimens and data?
How will access be controlled?

Any plans for sharing or providing access of the data.

Outline the plan for data preservation and give information on how long the data will be retained.

Ethical consideration:

Risks to participants and how to minimize the risks:

Version......Date..........



<Identify any risks and burdens involved while conducting the study and procedure to minimize

such risk/burden eg. pain from blood sampling, time wasting from interview>
- Direct Benefits to Participants

<Include potential benefit to health and wellbeing of participants. Please do not overclaim. Any
examination or test that will not be used for treatment decision or diagnosis will consider as no
direct benefit.>

- Scientific or social value
<Include potential knowledge advancement or application to the society.>

Sample text: This study does not present the prospect of direct benefit to the participants. However, the
study does provide an opportunity to gain a better understanding of...

- Justification if enrolling potentially vulnerable subjects.

<Please specify the justification for enrolment of children and/or incapacitated adults

participating in research. This should also be specified in the informed consent.>

- Travel compensation and compensation for participating the study (for interview, survey,
prospective cohort or registry study):
<Please describe any special incentives, compensation, or treatment that subjects will receive

through participation in the study.>

Study Timeline:
<Provide timetable of the study
Sample language:

Data collection, questionnaire distribution ----6 months from January 20xx to June 20xx

Data analysis -----2 months from ....>

Budget (if applicable):

<Describe planed budget for each category eg. laboratory testing, participant compensation.>

Version......Date..........



References:

<List all the references used in the background section at the end of the protocol. Vancouver style is

preferred.>

SIBNATUI .. Principal Investigator
(e )
Date. .o,
SIGNATUIE ..o Major Advisor (if any)
(e )
DAt
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Date of Birth :

Position :

Workplace :

*** Please provide details of workplace (ward/unit/department, address)

Education

Research Ethics Training (Specify course and date)

Research Experiences (Published and unpublished research projects)

Others (Research-related activities, e.g., RCT, qualitative research training, research

assistance)

SINATUI . .ec e Principal Investigator
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Mabhidol University
Data Sharing Agreement

This Data Sharing Agreement (“Agreement”) is effective asof ......................... (“Effective
date”) by and between:
(1) MAHIDOL UNIVERSITY by......... (Faculty)......ccccueenen.e. , with offices located
Al , Thailand (hereinafter referred to as
“PROVIDER”)
and
627 , with offices located
Alurveerereereete et etertees eeeeaet et et eete e esaeneneens (hereinafter referred to as “RECIPIENT”)

(PROVIDER and RECIPIENT shall be hereinafter referred to collectively as “Parties” and
individually as “Party”)

WHEREAS

PROVIDER and RECIPIENT have agreed to enter into this Agreement for the purpose of the
Project titled ......ooovviiieieciiiee e (hereinafter referred to as “Project™)
as followings;

PROVIDER designate its officer, .............. (PI Name)............. , as a Principal Investigator of
PROVIDER, and

RECIPIENT designate its officer, ........... (PI Name)............. , as a Principal Investigator of
RECIPIENT.

IT IS NOW AGREED BY THE PARTIES AS FOLLOWS:

1. Definitions
In this Agreement, the following words shall have the following meanings:

Data Data collected by PROVIDER, to be used and such
study to be carried out by RECIPIENT. All data,
including without limitation research data, subject
testing data, clinical data, all other data resulting from

research activities in the industrial or scientific and
fields.




Results Any and all intellectual property (including but not
limited to modifications, improvements, derivatives or
summaries) generated by RECIPIENT in the course of
the use or analysis of the Data under this Agreement

Confidential Information = Confidential Information shall include information
provided in documentary form or by way of a model
or in other tangible form, which at the time of
provision is marked or otherwise designated to show
expressly or by necessary implication that it is
imparted in confidence. Notwithstanding, all Data
shall be the Confidential Information of PROVIDER.

Intellectual Property All intellectual property rights, including without
Rights or Intellectual limitation:
Property 1. patents, copyright, registered designs, trade marks

(including service marks), all other rights resulting
from intellectual activity in the industrial or scientific,
fields, and the right to have confidential information
kept confidential; and

ii. any application or right to apply for registration of
any of those rights.

Term year(s) after the Effective date.

RECIPIENT agrees to be bound by this Agreement in consideration of PROVIDER
making the Data available to RECIPIENT. This Agreement shall commence on the
Effective date and will continue for the Term. Upon the termination or expiration of this
Agreement, the terms of 3,4, 5,6, 7, 10, 11, 12, 13 and 14 shall survive.

The Data remains the property of PROVIDER. There is no transfer or licence or
implied transfer of licence rights in the Data from PROVIDER to RECIPIENT
including any Intellectual Property Rights. This Agreement does not restrict the rights
of PROVIDER to distribute the Data to other institutions or to publish any document
relating to the Data.

RECIPIENT shall retain the Data in a secure location on its premises and shall not
permit the Data or any part of it to come into the possession or control of any other
organization or any individual other than those involved in the Project.

RECIPIENT shall not share or transfer the Data in whole or in part to any third parties

without the relevant third party entering into a separate Data Sharing Agreement with
PROVIDER.

RECIPIENT shall use the Data only to carry out research in relation to the Project
and only for research that has appropriate ethical approval. RECIPIENT shall not use
the Data or any parts thereof for any commercial purpose or any purpose that is
subject to consulting or licensing obligations to third parties.



10.

1.

12.

13.

14.

15.

PROVIDER makes no representations and gives no warranties either express or
implied in relation to the Data: for example (without limitation) that the Data is of
satisfactory quality or fit for any particular purpose, or that use of the Data is free
from infringement of third party rights, including Intellectual Property Rights. The
PROVIDER shall not be liable for any use made of the Data by RECIPIENT, and to
the extent permissible by law RECIPIENT shall indemnify and hold PROVIDER
harmless for any damages howsoever arising from RECIPIENT’s use, storage or
disposal of the Data.

RECIPIENT shall use the Data in accordance with good research practice, all due
skill and care and with dignity, sensitivity and respect. RECIPIENT shall comply with
any relevant privacy law and in compliance with all other applicable laws, regulations,
guidelines and approvals, including without limitation the ICH-GCP.

RECIPIENT agrees to obtain the written consent of PROVIDER if there is any
material change to the proposed use of the Data in the Project.

The Parties agree that all rights, title and interest in the Intellectual Property
discovered or developed as a result of RECIPIENT’s use of the data for the Project
(hereinafter referred to as “the Project IP”) will be owned jointly by the Parties as
tenants in common in shares proportionate to their respective intellectual
contributions to the development or creation of that Intellectual Property.

Having regard to any requirements to protect potentially commercially intellectual
property, each Party grants to the other Party a non-exclusive, non-transferable,
perpetual, royalty free, worldwide licence to use the Project IP they own for
non-commercial research, education and training purposes.

PROVIDER and RECIPIENT intend that their respective researchers shall as
co-authors publish the Results of the Project deriving from use of the Data. Such
publications shall be in accordance with the respective policies of the Parties
regarding authorship.

RECIPIENT shall acknowledge PROVIDER as the source of the Data in any
publication reporting on its use, unless requested otherwise by PROVIDER.

RECIPIENT undertakes to store the Data in accordance with all applicable laws and
not to attempt to identify or contact the Study Participants or to compromise or
otherwise infringe the confidentiality of information on the Study Participants and
their right to privacy. In the event that RECIPIENT inadvertently identifies any donor
then it shall notify PROVIDER immediately setting out in reasonable detail the
circumstances by which it happened.

RECIPIENT shall maintain the Confidential Information in confidence and shall not
disclose to any third party, or use the Confidential Information for any purpose other
than the implementation of this Agreement. RECIPIENT shall immediately notify
PROVIDER if RECIPIENT becomes aware of any suspected or actual unauthorized
use, copying or disclosure of Confidential Information.

PROVIDER has the right to terminate this Agreement forthwith at any time and for
any cause by means of written notice to RECIPIENT. In the case of any termination
or expiration of this Agreement, RECIPIENT shall immediately discontinue all use of
the Data and all Confidential Information, and, at PROVIDER discretion, promptly

3



16.

17.

18.

return or destroy (at RECIPIENT’s own cost) all Data and all Confidential
Information, and provide written confirmation that this has been completed. Should
an individual Study Participant or their next of kin rescind their consent, PROVIDER
will require and RECIPIENT agrees to discontinue using the appropriately identified
information and return or destroy it in accordance with PROVIDER’s instructions.

RECIPIENT shall not assign any of its right or delegate of its duties under this
Agreement without the prior written consent of PROVIDER.

The validity and interpretation of this Agreement shall be governed by the laws of
Thailand, and any dispute arising out of or in connection with this Agreement shall be
submitted to the exclusive jurisdiction of the courts of Thailand.

No amendments, changes or modifications to this Agreement shall be valid except if
the same are in writing and signed by a duly authorized representative of each of the
Parties. This Agreement shall bind and inure to the benefit of the Parties and their
respective successors and assigns.

The Parties hereto have executed this Data Sharing Agreement by their duly authorized
representatives as of the day and year first set forth above.

For and on behalf of MAHIDOL For and on behalf

UNIVERSITY by....ccocooiiiiinn Of
Signature:.........coooovviiiiii SIgNature:.........oooovviiiicecee
Name: ... Name:........oooiiiii
Position:.........cccooiiiiiii, POStion:........c.cooiiiiiiiie,
Date:....cooooiiii Date:....ccoooiiii,
Acknowledged and Understood by Acknowledged and Understood by
Principal Investigator of PROVIDER: Principal Investigator of RECIPIENT:
S1gnature:..........cooovvviiiiii Signature:..........cccoeoviiiiiii
NamME: ... Name: ...
PoSition:.........cccoooiiiii, POSItioN:........oooiiiiii,
AdAress: ... AdAress: ...
E-maili...oo E-mail:......oo

__________________________________________________________

Name: Professor Boonsong Ongphiphadhanakul, M.D.

Position: Deputy Dean for Research
Acting for Dean, Faculty of Medicine Ramathibodi Hospital
MAHIDOL UNIVERSITY



ANNEX A

Introduction
This Data Sharing Agreement defines the arrangements for processing data between MAHIDOL
UNIVERSITY bY oo AN The purpose of

this agreement is to clarify the terms of sharing data between the two organizations and its use for
research publication purposes.

Research Project Title:
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Material Transfer Request - Implementing Letter

1. PROVIDER: Organization providing the ORIGINAL MATERIAL

L0733V 13 10 4 AN

AATESS: oo s

2. PROVIDER SCIENTIST:
NI o oo

AATES S oot

3. RECIPIENT: Organization receiving the ORIGINAL MATERIAL
(0 r2 3312 15 10) | L P

AATESS: oo

4. RECIPIENT SCIENTIST:
NG o oo

AAT eSS oot

5. ORIGINAL MATERIAL

Name of the ORIGINAL MATERIAL .......cccooviiiiiiiiiiiiiiee
Purpose of use: .....oooiiiiiii

TIEIE OF PTOJECL: wontietieiieiteee ettt ettt e be et eebe e e eseenbeenseenes
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Quantity:
TYPE Infected or Not Infected | Specify and Quantity ( ...... ml/tube)

Human O ves O BIoOd....eeeeeeeeeeeeeeeeeeeeeeeeee e,

O No N T S

T

[ ST T

I O T

0 T S

Animal LI Yes | e

LI NO | e

Microorganism 0 eS| e

LI NO | e

other L0 YeS | e

0 NO | e

6. The MATERIALS may be stored for analysis for maximum of ........... years after receipt.

7. Transmittal Fee: The ORIGINAL MATERIAL is provided at no cost. A reasonable transmittal fee for preparation, handling
and distribution is optional requested.

8. The PROVIDER and PROVIDER SCIENTIST have agreed to distribute the ORIGINAL MATERIAL under the
Material Transfer Agreements (identified below).

9. MATERIAL TRANSFER AGREEMENT: the following agreements are between RECIPIENT and PROVIDER. See enclosed
exhibit
Using a separate form not part of this implementing letter, RECIPIENT SCIENTIST has acknowledged to having read and

understood the Material Transfer Agreements identified above.
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By executing this implementing letter, RECIPIENT agrees to the terms of the Material Transfer Agreements identified above.

10. RECIPIENT ORGANIZATION CERTIFICATION:

You, the person signing this form, certify that

1) you are the Authorized Representative whose name appears below, or you have been given authority by the

Authorized Representative whose name appears below to complete this form,

2) the Authorized Representative has the authority to sign Material Transfer Agreements on behalf of RECIPIENT,

3) RECIPIENT is a non-profit research organization (qualified under a government or state non-profit statute), or a

university or other institution of higher education, or a government agency conducting research, and

4) RECIPIENT agrees to the transfer of the ORIGINAL MATERIAL as described in this letter.

Authorized Representative:

Provider Scientist

Authorized person

Provider Organization

Recipient Scientist

Authorized person

Recipient Organization
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MU Material Transfer Agreement

Article 1 Definitions

1.

PROVIDER: Organization providing the ORIGINAL MATERIAL. The name and address of this party will be specified
in an implementing letter.

PROVIDER SCIENTIST: The name and address of this party will be specified in an implementing letter.

RECIPIENT: Organization receiving the ORIGINAL MATERIAL. The name and address of this party will be specified
in an implementing letter.

RECIPIENT SCIENTIST: The name and address of this party will be specified in an implementing letter.

ORIGINAL MATERIAL: The description of the material being transferred will be specified in an implementing letter.
MATERIAL: ORIGINAL MATERIAL, PROGENY, and UNMODIFIED DERIVATIVES.

The MATERIAL shall not include: (a) MODIFICATIONS, or (b) other substances created by the RECIPIENT through
the use of the MATERIAL which are not MODIFICATIONS, PROGENY, or UNMODIFIED DERIVATIVES.
PROGENY: Unmodified descendant from the MATERIAL, such as virus from virus, cell from cell, or organism from
organism.

UNMODIFIED DERIVATIVES: Substances created by the RECIPIENT which constitute an unmodified functional
subunit or product expressed by the ORIGINAL MATERIAL. Some examples include: subclones of unmodified cell
lines, purified or fractionated subsets of the ORIGINAL MATERIAL, proteins expressed by DNA/RNA supplied by the
PROVIDER, or monoclonal antibodies secreted by a hybridoma cell line.

MODIFICATIONS: Substances created by the RECIPIENT which contain/incorporate the MATERIAL.

Article 2 Ownership and Intellectual Properties of Materials

1.

2.

Provider retains ownership of the material including any materials contained or incorporate in the Modification
The Recipient and/or the RECIPIENT SCIENTIST retains ownership of:

a. the Modifications,
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b. those substances create through the use of material or modifications but which are not PROGENY,
UNMODIFIED DERIVATIVES or MODIFICATIONS (i.e., do not contain the ORIGINAL MATERIAL,
PROGENY, UNMODIFIED DERIVATIVES).

c. Ifeither 2(a) or 2 (b) result from collaboration efforts of the Provider and the Recipient, joint ownership may be
negotiated.

The RECIPIENT may distribute MODIFICATIONS to NONPROFIT ORGANIZATION(S) for research and teaching
purposes only.

Without written consent from the PROVIDER, the RECIPIENT and/or the RECIPIENT SCIENTIST may NOT provide
MODIFICATIONS for COMMERCIAL PURPOSES. It is recognized by the RECIPIENT that such COMMERCIAL
PURPOSES may require a commercial license from the PROVIDER and the PROVIDER has no obligation to grant a
commercial license to its ownership interest in the MATERIAL incorporated in the MODIFICATIONS. Nothing in this
paragraph, however, shall prevent the RECIPIENT from granting commercial licenses under the RECIPIENT's
intellectual property rights claiming such MODIFICATIONS, or methods of their manufacture or their use.

The RECIPIENT acknowledges that the MATERIAL is or may be the subject of a patent application. Except as
provided in this Agreement, no express or implied licenses or other rights are provided to the RECIPIENT under any
patents, patent applications, trade secrets or other proprietary rights of the PROVIDER, including any altered forms of
the MATERIAL made by the PROVIDER. In particular, no express or implied licenses or other rights are provided to
use the MATERIAL, MODIFICATIONS, or any related patents of the PROVIDER for COMMERCIAL PURPOSES.
If the RECIPIENT desires to use or license the MATERIAL or MODIFICATIONS for COMMERCIAL PURPOSES,
the RECIPIENT agrees, in advance of such use, to negotiate in good faith with the PROVIDER to establish the terms of
a commercial license. It is understood by the RECIPIENT that the PROVIDER shall have no obligation to grant such a
license to the RECIPIENT, and may grant exclusive or non-exclusive commercial licenses to others, or sell or assign all
or part of the rights in the MATERIAL to any third party(ies), subject to any pre-existing rights held by others and
obligations to the Federal Government

The RECIPIENT is free to file patent application(s) claiming inventions made by the RECIPIENT through the use of the
MATERIAL but agrees to notify the PROVIDER upon filing a patent application claiming MODIFICATIONS or

method(s) of manufacture or use(s) of the MATERIAL.
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Article 3 Obligations of Provider and Recipient
1. Recipient shall use the Materials:

a. for the Purpose of Use specify in the implementing letter and not for any other purpose.

b. is to be used solely for teaching and academic research purposes;

c. will not be used in human subjects, in clinical trials, or for diagnostic purposes involving human subjects without
the written consent of the PROVIDER;

d. 1isto be used only at the RECIPIENT organization and only in the RECIPIENT SCIENTIST's laboratory under
the direction of the RECIPIENT SCIENTIST or others working under his/her direct supervision; and

e. will not be transferred to anyone else within the RECIPIENT organization without the prior written consent of
the PROVIDER

2. Recipient shall use the Materials in compliance with all applicable (national and international) laws and regulations,
including without limitation, Public Health Service and those relating to research involving the Use of Animals,
Pathogen and Animal Toxin Act, Stem cell or recombinant DNA, Convention on Biological Diversity.

3. Recipient shall obtain the prior approval of Provider, if it desires to alter, modify or otherwise change the condition of
the Materials from their state at the date of transfer to establish the Modifications.

4. The PROVIDER and the PROVIDER SCIENTIST represent and warrant to the RECIPIENT that:

a. all MATERIALS supplied under this Agreement are or have been procured and supplied to RECIPIENT ethically
in full compliance with any and all applicable nation laws, regulations, code of practices relating to the use of the
MATERIAL providing protection for subjects in Thailand;

b. all necessary consents, licenses, permissions, authorizations required (either from human subjects, Thai
government agencies or otherwise) have been obtained in connection with the supply of the MATERIALS to the
RECIPIENT and for taking any other actions they are required under this Agreement;

c. the donor of the MATERIALS (the “DONOR”) has given informed consent to use the MATERIALS; and

d. all MATERIALS supplied to RECIPIENT may be used to provide data in support of commercial product

development and were procured without inappropriate financial benefit to the DONOR.
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e. The MATERIALS shall be de-identified or ‘coded’ to protect the identity and confidentiality of the DONOR and
shall be supplied to the RECIPIENT without any information or data that could allow the RECIPIENT to personally

identify the DONOR.

Article 4 Disposal of Materials

When Recipient has completed its use of the Materials in accordance with the Purpose of Use specified in the
implementing letter, Recipient shall, at its expense and solely responsibility, destroy or promptly return the materials upon demand

by the Provider.

Upon completion of the required testing, the PROVIDER and the RECIPIENT agree that the RECIPIENT or its
designee may (as it see fit) use, alter, modify, extract any part from, destroy or otherwise dispose of MATERIALS, either in whole
or in part, in accordance with the purpose stated in the Agreement and PROTOCOL. Upon completion of the required testing, the
MATERIALS are kept normally for a maximum of seven (7) days and thereafter discarded in accordance with the RECIPIENT'S
standard operating procedures. Upon the effective date of termination, the RECIPIENT shall discontinue its use of the
MATERIALS and shall return or destroy any remaining MATERIALS. The RECIPIENT, at its discretion, shall also either destroy

any modifications to the MATERIALS or remain bound by the terms of this Agreement as they apply such modification.

Article 5 Publications

This agreement shall not be interpreted to prevent or delay publication of research findings resulting from the
use of the MATERIAL or the MODIFICATIONS. The RECIPIENT SCIENTIST agrees to provide appropriate acknowledgment

of the source of the MATERIAL in all publications.

Article 6 Termination
The Agreement is valid as of the date of last signature and it will terminate on the earliest of the following dates:
(a) on completion of the RECIPIENT'S research with the MATERIAL, or
(b) on thirty (30) days written notice by either party to the other, or.
(c) on the date specified in the PROTOCOL or as otherwise agreed between the SPONSOR, RECIPIENT or

PROVIDER; or
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(d) once the MATERIALS have been used up.

Article 7 Additional Terms

No Warranties: ANY ORIGINAL MATERIALS DELIVERED TO THIS AGREEMENT ARE UNDERSTOOD TO BE
EXPERIMENTAL IN NATURE, ARE SUPPLIED “AS IS” AND MAY HAVE HARZARDOUS PROPERTY, PROVIDER
MAKES NO REPRESENTATIONS AND EXTENDS NO WARRANTIES OF ANY KIND. THERE ARE NO IMPLIED
WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE, OR THAT THE USE OF THE
ORIGINAL MATERIAL WILL NOT INFRINGE ANY PATENT, COPYRIGHT, TRADEMARK, OR OTHER PROPRIETARY
RIGHTS.

Limitation of Liability: to the extent permitted by law, RECIPIENT assumes all liability for damages that may arise from
RECIPIENT's use, storage or disposal of the ORIGINAL MATERIAL. PROVIDER, its agents and its successors and their
respective directors, officers, members, employees, and agents will not be liable to RECIPIENT for any loss, claim or demand
made by the RECIPIENT, or made against RECIPIENT by any other party, due to or arising from the use of the ORIGINAL
MATERIAL by RECIPIENT, except to the extent permitted by law when caused by the gross negligence or willful misconduct of
PROVIDER. IN NO EVENT SHALL PROVIDER 'S CUMULATIVE LIABILITY EXCEED THE FEES PAID BY RECIPIENT
TO PROVIDER FOR ORIGINAL MATERIAL FOR THE TWELVE (12) MONTH PERIOD PRECEDING THE DATE OF THE
EVENT GIVING RISE TO THE CLAIM.

Indemnification: to the extent permitted by law, RECIPIENT shall indemnify and hold harmless PROVIDER, its agents and its
successors and their respective directors, officers, members, employees, and agents, from and against any and all losses, claims,
damages, expenses and liabilities arising at any time as a result of RECIPIENT's use and disposal of the ORIGINAL MATERIAL,
RECIPIENT's breach of these Additional Terms, and RECIPIENT's breach of the applicable Material Transfer Agreements, except
when caused by the gross negligence or willful misconduct of PROVIDER.

Conflicts: in the event of a conflict between these Additional Terms and the applicable Material Transfer Agreements that govern

RECIPIENT's use of the ORIGINAL MATERIAL the applicable Material Transfer Agreements shall prevail.



U UTesUAMENIIUNITAsE5I51A8luAY

ST N LT A ANAUL oo (o8N INEINNAIU e

T |G Ao & 13 (DY
& ﬁ’am’iﬂﬂiamﬁé’aﬁa ......................................................................... lAssnsIdensnandailyanelu
NM3A5I9/3n9 USNsavue Sdﬂiuul’ﬂuiﬂiﬂi’]ﬂ%EJ’JWIVINU’JEJ‘V]LGUWS’J‘MI@Nmi’JQEJiUNWU’eJUR]’]EJG]’JSJ
mmawaaLUﬂmuawﬁmﬁﬂmmﬂﬂawu/mammiasumw Fail

No. Uszenn Aty (Un)
...
2. ASI9....
RWADNS
SAUA LFIENUA

[ 1 nsaiidunisideiszyindunmsiiudeyaludnamih
Fmdvesuserimensteiuiomeiiulunmudeudiuasinnsgiumsinuvesuszma
Tne o vauzdl sawdauazsiuauaddunsnsaa/sne seiamdnsiuinliaansadneds international
clinical practice guideline 7§slaildHun1susosaInanaN/svineds/nsgnsrsasisagy uaghl
AN130919DIUUINIINTT N/ protocol/care path FsnvhTuosmeluna

1%

[ 1 nsaiidunisidenssyindumsiiudeyadiounds
fmdnldnraaouudrivdauazduunddunsnmasne Aistuduluaumnsgiu
ns¥nwvasUszmdalne a ¥aarariiianisasaa/fnenais Iaglaildédneda intemational clinical
practice guideline A§slallf1un155UTBIINANAN/SN NG/ NTENTIEENTAIEY wazlallFE1aBs
WUINNNTINYY/ protocol/care path fsmrduenelunae

= o =
WLIYUNNUNDNITU

SulFuuuresuiui 15/3/2565



[ nsaniuWaaauastunuuWasutivindul

sHAnI89U (12RC0O3000)

REC-MURA.21 Aanssu (Aunn 1 Aenssuliszym)

M5se

100%

100%

HUIBITEFITUNTI 1UAU (12RCO3000)

QNUANUAYUIINAALN

@

AUNNUINY IFINTUASUIANTTY
Tnsdn 1544 Insans 2772

J o a a a av
amuﬂaﬁmmﬁnnimmi1ﬁ‘ssmﬁﬂumswmsmé’mmﬂﬁsmmsaw‘lmu

d‘ a o
FOUITHN

A o 9
FO-UIANA ﬁ?ﬁu?jﬂﬁﬁﬂﬁ

¥olasams (509 (Mu1Ine)

A & o
¥ 1n59M3 (509 (ME1vINOY)

5% 1n39n153981aU 7 Protocol No. @i ID

A v ) a
ﬂéﬁ!]!ﬂﬂﬂﬂﬁ%!ﬂ‘nﬂ1ﬁ§§N!uﬂNﬂ1iWiﬂiﬂ!ﬂﬂiﬂi'nﬁ

O misssudsalumsiiasaninsamsvesynnansuanamz 1 $13HRu 600 1N

Y A (% U C% o
O misssuHanlumsiiorsanlasamsvsynensurselnsamsnsulddvarivayuainuSinenyy 11184 10,000 U
Q

Y] a o

O msssndiealumsfinsanenassenaauiieg veasinensurselasimsiSuldduaivayuanudtensu
DAUIUEU 2,000 V1N
O swaumsud Tunlaeunlasalfuilgeiiu@y (Amendment)
O ﬂ%’uﬂgﬁfjﬁﬂt{ﬁﬁ)ﬂ (Investigator's Brochure)
O swnuanuinmiuazaeeigluiuses
O imammgmimﬂlﬂﬁqﬂigmﬁ( Serious Adverse Event)
O duq (llsasza))

sanluadaiuidulumny JUsaszy)

NIMUABNTOIMINIH15213M

<3 =
O wa 511135 a1 laun

HOSPITAL, MAHIDOL UNIVERSITY

Fa91eluun BUTA ANZUNNIAAAS 159N81118311TUA ¥38 FACULTY OF MEDICINE, RAMATHIBODI

Y o =~ 7o o > = 7 =
O Iﬂuﬂﬂﬂi’g%‘ﬁu1ﬂﬁ “‘ﬁu1ﬂ1§ll°1/'lﬂw1ﬂ!°]58 10A (WHIFU) %@Uﬂ]u% VUNAD AUSUNNIAEAT 159N1V185INITUA

A a ' = A ' A o 9 I Yo a ' P [
a1 TIWFUA 7 (ﬂ']‘ﬁiimumﬂuﬂﬁIE]L!NL!NTL!‘ﬁu']ﬂ'ﬁ Uiﬂﬂﬂﬂzﬂﬂﬁlﬂu@iﬂNWBBUﬂ']GlGD'iHEJ‘VN“I/HJﬂ)

sendouunuluthadin (Pay In Slip) A2ennn5a

%38 FACULTY OF MEDICINE, RAMATHIBODI HOSPITAL, MAHIDOL UNIVERSITY lﬁﬂl‘ﬁﬁiy% 026-211222-9

a v < v

Y o = a Y a av a ' o a v (% < 914‘
FEE HUATHA 61‘”2!’3"08]1!1!“]5ﬂﬂ1ﬁ‘§§3~l!“ﬂ3~lﬂ1iwfﬂ1§m1ﬂ1uﬂiﬂﬁiﬁﬂﬂ1§]fﬂﬂquﬂu "lﬂﬂﬂﬂf’]‘li1§$!QHW§6N§U11J!€T‘§%]1WV]

.-P'J [ B’\l ) a JI a a
1ININAN FNI-NUAAY TH o B1ATTUINIT AUSUNNAFAIAAILIINSTIVIAIHNITUA

=

1 P/ \ \ a a vV A v
WU ANUBITN M@mmw FINAIUNTIND AAHINNIBDY IUNAYDUAIAN




agilassmsiiauenaznIsumsasaEssumsIglunu (2.2..)
AzuNNeman3lsanguansua

Exclusive Summary for Ethics Committee, Ramathibodi Hospital

o v Yy a
AHIVDHUINNIBN

HAN13 NI

O s O s NOweoveeeeererr

o o N 9 a4 oA
AUNFUDVIWITUY IUNTN PO W.f1.

Tasemsluiarsssuiionnonsan (Submission fee)

O dhse O daliishse

5 .
IR Tk H WanrthInsamsise TASIMSIUAUBURY. .o Ase dwiudvdige
THANIATY oo Tns T1D oo
WHAINUITY oo L
E-mail.....ooooiiii
4 4 oo
Yois0930um w1 ne:
3 3 -
¥oi50901H1090q:
auseinflums3itu L 13menwu L emsdunndluamzumme [ emsdou
4 o a a s o o oo
O Tassmaomsianeniinus lawen ClaIn O uwndikszdihu L ummndimermagamemaFellow)
Phase of study Uszananide Sunudihafiezfinm 52eZRMNSINIY

Ur | Ouo | Om U v | O abeesdnnmd

L] areneamalulad

o ' E)
Fuilumslgonlng edide

NMITUTDININAUNNUAULNTIUNITOHITUALY NIENTWATITUGFY l:‘ ﬁmnmﬁ"mmmmﬁ..

v
MR Control Group 14 D Placebo D U e

aifi

L1 i

Y q q Y _a v a
mmgtﬂu Patient Information sheet (HAaZUDWIITMINIHIIUTITN)

=~ d' ava 1 Y Y 1
seazRuafivzlfia dedidnsalassmslasagy

FEMstenasMsvesaimmmsIsaluay

Tne

)
Wil

Eng

e
Wil

o Y 2oy v
1. swnuaseidihedennlsamenna
2. panssululsawenuna O s O Aenssu

o A Ay Vo o
3. SnudeaidesldTumame U5 U

4. mInTiieyi Invasive Afithodedldsy L6 [T Tl

v
' o 2 & o
LBU DITAATUIUD ..o MU f

Endoscope
v a A gy a
MIATIVNSIE CT scan tawiz lunsdligihenia stroke, TIA,

Systemic embothrombolic event
auﬂ“] O Echocardiography

A A Ao A A Yy 1Yo Ao A
5. mudenduisnu lunsaiidihe lumhiauTasimsiteiife
C Najsey

o 9y o ao Aa

mssnudihenasninanTasamsideiife
mssnpftheawmssnmntiegilagiiu L Naissy
o.muaume L1 I3

7aguy@emsnanu b O @

8. 11A3M3 (Interim evaluation) TUEHINIMINATOY
L1 O
Y a v = v a ' E
9. sunatlyrunsndourse aw lassuraveualdne
O is O i
10. WINMANHWANTNHE B 1AADINMTITY TuTMssaIrendIa s

Oig Owh...

A

1. ‘Bﬂjﬂidﬂﬁﬂ‘l‘lﬂﬂﬂﬂ/ﬁ?ﬁﬂi}‘lﬂ

A o gy Y1 aw o
2. ‘]5614’3141“LL€1$Qi’JiJ’J%EJﬂ1H1hlVIEJ/ENﬂE]H
3. wﬁnmmazmgwa

anilszasd

ol
e

aw o

MY AUV LLHUMTIY
P}

o
o8

6. $IUIU SubjectiNMAIMIAATI-00A
=
7. szeznanlumsanen
8. Protocol Flow chart
Y A A a &
9. mavAgINeIANATY
10. 52 Teminaaies 150
11. ToNTaNAIUITETITY
12. MVAFBUADIEITNAT (MNANY HINZ )
13 3EUUHAINY
14. W5z
v

15. 1ONA15 BT / uuzii1doya (Patient

Information Sheet)

16. miiadegusenIag ldsumsvennaid (ICF)

nneme: dauiidod




AMLNITUNITIIUSITUNNTIYIUAY

AMZLNNYANENS LSINYIUIATINISUAUNN NGB 8NN

wuuasulaenisinauszlevuviudou (Conflict of interest form)
V235338 {37ulATIN5ITY Uara1sEnyInen

DECLARATION OF CONFLICT OF INTEREST
Conflict of interest is not in itself a reason for protocol or investigator disapproval. The board will
consider its existence and magnitude and whether or not these may affect the scope of protection
the right and welfare of human participants.

PrOTOCOL TIlO: ettt et e e et e et e et e et e e e et et ee e e et eeeeaeeaeeaeeneeneeneaaeeneseeeeenen

1. Sponsor / Source of funding Supportive details /
Amount
None [] -

Department / INSttUte.........o..ovveeeeeceeeeee e O
COMPANY / AGENCY oo ]
Grand total

2. Conflict of interest Yes No

2.1. Do you, members of your family, or associated entity have or receive a O |
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N15UTEYNAMENIINNTITESTINNTIVELUAY AN 7/2566 (sauf 2) Tudu......... Poeeennnnenneneescesssssssssssssessenee
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Yalasens

Wamtilasenig

N33UN19 Review La@ﬁ‘ﬁ ging

Vulnerability assessment

] Children and teenager (1-18 year) Pregnant women
Newborn and Infant Elderly (>65 year)

Patient with chronic disease

Student both school and university level Patient with mental disability

T R '

[
[
Patient in emergency/critical condition [
[
[

Employers/subordinates of Investigator Prisoner
J O NN

If this proposal plan to study in vulnerable subjects, please answer 2.2 & 4.3

[
[ ]
[ ]
[ ]
[ ]
[

] Not in vulnerable group. [

Yes /
Appropriate

No /

Inappropriate

1. Investigators qualification

1.1 Are investigators’ status and experience appropriate to conduct this study?
Description:

O

O

1.2 Primary investigator and co-investigator provide ethics training certificates / GCP

training certificates.

Description:

1.3 Investigators’ conflict of interest (COI) declaration and COl management.

Description:

2. Scientific Validity Assessment

2.1 Adequate scientific review and citations (background).

Description:
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Yes / No /
Appropriate | Inappropriate

2.2 Adequately explain the rationale of the research project, especially the study in O O
vulnerable groups.
Description:
2.3 Study design is appropriate for research questions. ] ]
Description:
2.4 The eligibility criteria for participants are adequately described. | |
Description:
2.5 Adequate details of study procedure (research procedure: stratification, [l [l
randomization, blinding schemes/ follow-up/ time/ resources/ budget).
Description:
2.6 Precise definitions of study endpoints and criteria for evaluation are given. ] ]
Description:
2.7 The proposed measures and outcomes are appropriate for the research questions O ]
(measurement / case record form, questionnaire, interview).
Description:
2.8 The proposed statistical methods are appropriate for assessing the outcomes. O O

Description:
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Yes / No /
Appropriate | Inappropriate

O] require statistician to review
2.9 The proposed sample size is large enough to result in reliable, replicable results O ]
without exposing excessive numbers of participants to the risk of the research.
Description:
L] require statistician to review
2.10 Study design minimizes risks to participants (including inclusion and exclusion, O ]
discontinuation, withdrawal criteria, safety monitoring).
Description:
2.11 The knowledge to be gained is sufficiently important and justifies the risks O O
involved.
Description:
3. Risk/Benefit Assessment
3.1 Direct benefits that participant may receive from participation (better outcome of [l [l
illness / disease / problem excluding gift, money, service) are adequately specified.
Description:
3.2 Adequate description of risks (physical / psychological / sociological / economic / O O
legal) from participating in the study.
Description:
3.3 Adequate details of risk monitoring and mitigation? ] ]

Description:
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Yes / No /
Appropriate | Inappropriate

3.4 Adequate details of resources necessary for human research protection / care of O O

research participants / safety while conducting research.

Description:

3.5 Appropriate details of compensation / traveling expenses / remuneration for time- ] ]

wasting, and responsibility for adverse events.

Description:

4. Ethical consideration

4.1 Adequate details of the recruitment process (invitation / poster). [l [l
Description:

4.2 Adequate details of informed consent process (who/whom/when/where/how). ] ]

Description:

4.3 Appropriate additional safeguards for human subjects who are likely to be ] ]
coercion or undue influence (vulnerable subject).

Description:

5. Confidentiality and Privacy

5.1 Adequate and appropriate procedure to protect confidentiality and privacy. ] ]
Description:

6. Informed Consent Form (ICF)
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Yes / No /
Appropriate | Inappropriate

6.1 Adequate details of informed consent process on ICF | |
(who/whom/when/where/how).
Description:
6.2 Adequate details of study on ICF (rationale, objective, study procedures, ] ]
additional safeguards, compensation, responsibility for adverse events, etc.).
Description:
6.3 Appropriate language used in ICF. [l [l
Description:

7. Other comments

aguanudsveslasenside

0] Usziawit 1 fanudedhiiumudssdntes Ao arudedilivinnifidetuluiisdszsiuvesfidisulasinis
N13398 (not more than minimal risk)

L Uszand 2 Sanadeadntias (minor increase than minimal risk)

] Usznndt 3 Sannuidssunnninanusdedidntios (more than minimal risk)

ayuuszlevdsiagidnsauniside / deay

L] dszuand 1 eadazlifinusslonisegquaimvesidisnlasinismside/dwmuisaintios (no or minimal

prospect of direct benefit to participant/social)

L] dszwand 2 ez ldifauseleviseaunmuesdidisiunside uwieaduusslevisrednumiodiusi

(no prospect of direct benefit to participant but likely to yield generalizable knowledge)
O dszuamd 3 mednazifausgloviteguamuesiitrsuniside (prospect of direct benefit to participant)

L1 Uszanil 4 medasiausslesiserisguamuesdidisiun1side /dseu (prospect of direct benefit to participant
/ social)

#5UNan1sNaTan

L] 1: Susedlaglsiideudly (Approve)

[ 2: YSuugeswaziBunursdau (Minor revision) visesuseslundnns azlinisiusesdiouSundmuduuzihves
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ANENTINNITITEETIUNMTITELUAY YTTUAAMRNALTUALAUNANATST
[ 3: fesusuussswazdenluideddty (Major revision) wiedilifusesauniiasiidiiivssganiiofinrsantng

L] 4: laiuses (Disapprove)

#951897UAUNNTI

Hynzweou  Ownewou [ dledugansive wialiiu 17

BTN e (N551N9)
(1ABN3ENI3)
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BAFISNUNIUEINSULINAISTWY (ICF)

N13UsEYUANENTTUNTI3E555UM TR TUAN ATAN X/25XX (saull X) Tu T iheu U

M5NID ...

o

D PITINT oo e

LY v

FARUNLATINTT oo

HINUNIY o
N Y o o
ddaya | wanzay ALUZUN

1. 5’6}@553@%’1{’35&1 Yes / No | Yes/ No

2. UIUDEALATHALLNSINTSUDNANENAS Yes /No | Yes/ No

3. YUABL/NSLUIUNNS MNeTeeiusIaadtins | Yes/ No | Yes/ No

4. JuRDU/NTEUIUNTS MTUNFTe/Maas Yes / No | Yes/No

5. ssgzhafienanadasdeseglulasansivy Yes /No | Yes/No

6. S28zIANNANENATADILTIULAAZ AT Yes /No | Yes/ No

7. S¥UAMUELND1AATUDL 1N IND Yes /No | Yes/No

GENLGEAT

8. TUTLALBEANITINYY/ATIT MUFendUq | Yes/No | Yes/ No

NUBNMLBDIINLUITININY
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ddaya | wanzay AUz
9. TUTUALLAEANITSNYIAINTUAIIY Yes /No | Yes/No
Unonsieuaitayavete1anaingniy PDPA
10. ANMBULNUNTBAMAUNIY Yes /No | Yes/No
11. m3vawalaldsuuiniuanmside Yes /No | Yes/ No

12. alganea1ee Nerainduiuenaadasain | Yes / No | Yes/ No
n15:n$lAsIN5338 (@1aseydliiiianlddng)

13. syydfienainlumnenaadnsnednis Yes /No | Yes/No
PONIINNTINY Ve IelveaadnseanaIn

ANS39Y

TngsiukaIn e iausantalausaly  Yes / No
U oo

BIIUNI et eeeeen (n551N"9)



Primary reviewer a1%5ulA59n15398Us2LAN Expedited Review

ae Exemption from regular review Tuszuu EC E-Submission Online

Research Ethics Review:

ID

FolATINN5I98 (Thai)

Folasan15338 (English)

FBWINUNLATINISIVEY

#TOPIC

1. Vulnerability assessment

[ Not in vulnerable group

[] Pregnant women

[ children and teenager (1-18 year)

[ Elderly (65 year)

[] Newborn and Infant

[ patient with chronic disease

[ patient in emergencyy/critical condition

[ Patient with mental disability

[ Student both school and university level

|:| Prisoner

] Employers/subordinates of Investigator

Other:

#TOPIC

Description

2. Investigators qualification

Comment

2.1 Are investigators status and experience

appropriate to conduct this study?
O ves ONo O Not applicable

2.2 Is there any conflict of interest threatened
validity of this study?

Cdves ONo [ Not applicable

3. Scientific Validity Assessment

Comment

3.1 Adequate scientific review and citations

(background)
[dves [CNo [ Not applicable




3.2 Adequate explain rationale of research

project especially study in vulnerable group.

Clves ONo [ Not applicable

3.3 Study design is appropriate with research

questions.

Cdves ONo [ Not applicable

3.4 Adequate details of study population.
Clves ONo [ Not applicable

3.5 Adequate details of study procedure.
Cdves Cno [ Not applicable

3.6 Adequate details of study outcome

measurement.

[dves [INo [ Not applicable

4. Risk/Benefit Assessment

Comment

4.1 Subject is likely to get direct benefit.
(better outcome of illness/disease/problem

excluding gift/money/service)

[dves Cno [ Not applicable

4.2 Adequate description of risks, monitoring

and risk mitigation.

[dves Cno [ Not applicable

4.3 Will the risk be categorized as minimal risk?
(not more than risk from routine

healthcare or regular life activities)

Llves Ono [ Not applicable

4.4 In case of more than minimal risk, are there
appropriate details of risk monitoring and
mitigation?

Cdves [No [ Not applicable

4.5 Does possible direct benefit outweigh

possible risk?

Cdves [CNo [ Not applicable




5. Informed Consent

Comment

5.1 Adequate details of informed consent

process. (who/whom/when/where/how)

Cdves ONo [ Not applicable

5.2 Adequate details of study on ICF.
Oves ONo [ Not applicable

5.3 Appropriate language used in ICF.
Oves ONo [ Not applicable

6. Confidentiality and Privacy

Comment

6.1 Adequate and appropriate procedure to

protect confidentiality and privacy.

O ves [No O Not applicable

AAUATNIUY :

Sisadasliioud e

idnuimanamnadiuadd

L= v
UUNNUBAINA :

LONEISUUUDU 9 :

Choose File | No file chosen
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M15199 1 AredrunsastiounndlunguiindnudesinlaisidedAsy (Non-significant Risk
Device (NSR)

Bio-stimulation Lasers for treatment of pain

Caries Removal Solution

Daily Wear Contact Lenses and Associated Cleaners and Solutions

Dental Filling Materials, Cushions or Pads made from traditional materials and
designs

Denture Repair Kits and Re-aligners

Gynecologic LaparoScope and Accessories at power levels established prior to
May 28, 1976 (excluding use in female sterilization)

Externally worn Monitor for Insulin Reactions

Jaundice Monitor for Infants

Magnetic Resonance Imaging (MRI) Devices within specified physicalparameters

Menstrual Pads

Menstrual Tampons of “old” materials (used prior to May 28, 1976)
Non-implantable Male Reproductive Aids

Ob/Gyn Diagnostic Ultrasound (within specified parameters)

TranScutaneous Electric Nerve Stimulation (TENS) Devices for treatment of
pain
Wound Dressings, excluding absorbable hemostatic devices and dressings
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A13199 2 fedrunTesaunndlunguniiadnudesnivedAry Significant Risk
Device (SR)

General Medical Use Catheters:

Cardiology — diagnostic, treatment, transluminal coronary angioplasty, intra-

aortic ballloon with control system

Gastroenterology and Urology — biliary and urologic

General Hospital — long-term percutaneous, implanted, subcutaneous and

intravascular device

Neurology — cerebrovascular, occlusion balloon

Collagen Implant Material for use in ear, nose and throat, orthopedics and

plastic surgery

Lasers for use in Ob/Gyn, cardiology, gastro-enterology, urology, pulmonary,

ophthalmology and neurology

Tissue Adhesives for use in neurology, gastroenterology, ophthalmology,

general and plastic surgery, and cardiology

Anesthesiology

Respiratory Ventilators

Electro-anesthesia Apparatus

Gas Machines for Anesthesia or Analgesia

High Frequency Jet Ventilators greater than 150 BPM

Cardiovascular

Arterial Embolization Device

Artificial Heart, permanent implant and short-term use

Cardiac Bypass Systems: oxygenator, cardiopulmonary blood pump,

ventricular assist devices
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- Cardiac Pacemaker/Pulse Generator: implantable, external tranScutaneous,

antitachycardia, esophageal pulse generator

- Cardiovascular/IntravaScular Filters

- Coronary Artery Retroperfusion System

- DC-Defibrillators

- Implantable Cardioverters

- Laser Coronary Angioplasty Device

- Pacemaker Programmer

- Percutaneous Conduction Tissue Ablation Electrode

- Replacement Heart Valve

- Vascular and Arterial Graft Prostheses

Dental

- Endosseous Implant

Ear, Nose and Throat

- Cochlear Implant

- Total Ossicular Prosthesis Replacement

Gastroenterology and Urology

- Anastomosis Device

- Endoscope and/or Accessories

- Extracorporeal Hyperthermia System

- Extrocorporeal Photophersis System

- Extracorporeal Shock-Wave Lithotriptor

- Kidney Perfusion System
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- Mechanical/Hydraulic Impotence and Incontinence Devices

Implantable Penile Prosthesis

- Peritoneal Shunt

General and Plastic Surgery

- Absorbable Hemostatic Agents

- Artificial Skin

- Injectable Silicone

- Implantable Prostheses: chin, nose, cheek, ear

- Sutures

General Hospital

- Infusion Pumps: Implantable and closed-loop, depending on infused drug

- Implantable VaScular Access Devices

Neurology

- Hydrocephalus Shunts

- Implanted Intracerebral/Subcortical Stimulator

- Implanted Intracranial Pressure Monitor

- Implanted Spinal Cord and Nerve Stimulators and Electrodes

Obstetrics and Gynecology

- Cervical Dilator

- Chorionic Villus Sampling Catheter, phase Il (pregnancy continued to term)

- Contraceptive Devices: tubal occlusion, cervical cap, diaphragm, intrauterine

device (IUD) and introducer, and sponge

Ophthalmics
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- Extended Wear Contacts Lens

- Intraocular Lens (investigations subject to 21 CFR 813)

- Eye Valve Implant

- Retinal Reattachment Systems: sulfur hexafluoride, silicone oil, tacks,

perfluoropropane

Orthopedics

- Implantable Prostheses: ligament, tendon, hip, knee, finger

- Bone Growth Stimulator

- Calcium Tri-Phosphate/Hydroxyapatite Ceramics

- Xenografts

Radiology

- Hyperthermia Systems and Applicators

LONE15D1999

- ICH Good Clinical Practice Guideline 1996 atuniwilng (Usuugdlusd w.e. 2552)
wUalaenadnIuANeT dTNUANENTINNITOMITHALET NTENTIEITITUAY

- International Council for Harmonization of Technical Requirement, for
Pharmaceuticals for Human Use (ICH), Integrated Addendum to ICH E6 (R1):
Guideline for Good Clinical Practice E6 (R2) dated 9 November 2016.

- WUINNNR3E55INNTIIEluALLTR BusHaSesssunTIdeluauluUssimalneg
W.A. 2550

- dlguniguvisikazkin U Uansidslunyed wa. 2558 ddnauanenssunig
YUY

- Code of Federal Regulation (CFR) 21, Volume 8, Part 812, April 2003, Food and
Drug Administration, U.S. Government Printing Office via GPO Access.

- Web site: Thai FDA. 3osin3asilounmd 3 nau
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Yalasens
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N33UN19 Review La@ﬁ‘ﬁ ging

Vulnerability assessment

] Children and teenager (1-18 year) Pregnant women
Newborn and Infant Elderly (>65 year)

Patient with chronic disease

Student both school and university level Patient with mental disability

T R '

[
[
Patient in emergency/critical condition [
[
[

Employers/subordinates of Investigator Prisoner
J O NN

If this proposal plan to study in vulnerable subjects, please answer 2.2 & 4.3

[
[ ]
[ ]
[ ]
[ ]
[

] Not in vulnerable group. [

Yes /
Appropriate

No /

Inappropriate

1. Investigators qualification

1.1 Are investigators’ status and experience appropriate to conduct this study?
Description:

O

O

1.2 Primary investigator and co-investigator provide ethics training certificates / GCP

training certificates.

Description:

1.3 Investigators’ conflict of interest (COI) declaration and COl management.

Description:

2. Scientific Validity Assessment

2.1 Adequate scientific review and citations (background).

Description:
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Yes / No /
Appropriate | Inappropriate

2.2 Adequately explain the rationale of the research project, especially the study in O O
vulnerable groups.
Description:
2.3 Study design is appropriate for research questions. ] ]
Description:
2.4 The eligibility criteria for participants are adequately described. | |
Description:
2.5 Adequate details of study procedure (research procedure: stratification, [l [l
randomization, blinding schemes/ follow-up/ time/ resources/ budget).
Description:
2.6 Precise definitions of study endpoints and criteria for evaluation are given. ] ]
Description:
2.7 The proposed measures and outcomes are appropriate for the research questions O ]
(measurement / case record form, questionnaire, interview).
Description:
2.8 The proposed statistical methods are appropriate for assessing the outcomes. O O

Description:
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Yes / No /
Appropriate | Inappropriate

O] require statistician to review
2.9 The proposed sample size is large enough to result in reliable, replicable results O ]
without exposing excessive numbers of participants to the risk of the research.
Description:
L] require statistician to review
2.10 Study design minimizes risks to participants (including inclusion and exclusion, O ]
discontinuation, withdrawal criteria, safety monitoring).
Description:
2.11 The knowledge to be gained is sufficiently important and justifies the risks O O
involved.
Description:
3. Risk/Benefit Assessment
3.1 Direct benefits that participant may receive from participation (better outcome of [l [l
illness / disease / problem excluding gift, money, service) are adequately specified.
Description:
3.2 Adequate description of risks (physical / psychological / sociological / economic / O O
legal) from participating in the study.
Description:
3.3 Adequate details of risk monitoring and mitigation? ] ]

Description:
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Yes / No /
Appropriate | Inappropriate

3.4 Adequate details of resources necessary for human research protection / care of O O

research participants / safety while conducting research.

Description:

3.5 Appropriate details of compensation / traveling expenses / remuneration for time- ] ]

wasting, and responsibility for adverse events.

Description:

4. Ethical consideration

4.1 Adequate details of the recruitment process (invitation / poster). [l [l
Description:

4.2 Adequate details of informed consent process (who/whom/when/where/how). ] ]

Description:

4.3 Appropriate additional safeguards for human subjects who are likely to be ] ]
coercion or undue influence (vulnerable subject).

Description:

5. Confidentiality and Privacy

5.1 Adequate and appropriate procedure to protect confidentiality and privacy. ] ]
Description:

6. Informed Consent Form (ICF)
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Yes / No /
Appropriate | Inappropriate

6.1 Adequate details of informed consent process on ICF | |
(who/whom/when/where/how).
Description:
6.2 Adequate details of study on ICF (rationale, objective, study procedures, ] ]
additional safeguards, compensation, responsibility for adverse events, etc.).
Description:
6.3 Appropriate language used in ICF. [l [l
Description:

7. Other comments

aguanudsveslasenside

0] Usziawit 1 fanudedhiiumudssdntes Ao arudedilivinnifidetuluiisdszsiuvesfidisulasinis
N13398 (not more than minimal risk)

L Uszand 2 Sanadeadntias (minor increase than minimal risk)

] Usznndt 3 Sannuidssunnninanusdedidntios (more than minimal risk)

ayuuszlevdsiagidnsauniside / deay

L] dszuand 1 eadazlifinusslonisegquaimvesidisnlasinismside/dwmuisaintios (no or minimal

prospect of direct benefit to participant/social)

L] dszwand 2 ez ldifauseleviseaunmuesdidisiunside uwieaduusslevisrednumiodiusi

(no prospect of direct benefit to participant but likely to yield generalizable knowledge)
O dszuamd 3 mednazifausgloviteguamuesiitrsuniside (prospect of direct benefit to participant)

L1 Uszanil 4 medasiausslesiserisguamuesdidisiun1side /dseu (prospect of direct benefit to participant
/ social)

#5UNan1sNaTan

L] 1: Susedlaglsiideudly (Approve)

[ 2: YSuugeswaziBunursdau (Minor revision) visesuseslundnns azlinisiusesdiouSundmuduuzihves
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ANENTINNITITEETIUNMTITELUAY YTTUAAMRNALTUALAUNANATST
[ 3: fesusuussswazdenluideddty (Major revision) wiedilifusesauniiasiidiiivssganiiofinrsantng

L] 4: laiuses (Disapprove)

#951897UAUNNTI

Hynzweou  Ownewou [ dledugansive wialiiu 17
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BAFISNUNIUEINSULINAISTWY (ICF)

N13UsEYUANENTTUNTI3E555UM TR TUAN ATAN X/25XX (saull X) Tu T iheu U

M5NID ...

o

D PITINT oo e

LY v

FARUNLATINTT oo

HINUNIY o
N Y o o
ddaya | wanzay ALUZUN

1. 5’6}@553@%’1{’35&1 Yes / No | Yes/ No

2. UIUDEALATHALLNSINTSUDNANENAS Yes /No | Yes/ No

3. YUABL/NSLUIUNNS MNeTeeiusIaadtins | Yes/ No | Yes/ No

4. JuRDU/NTEUIUNTS MTUNFTe/Maas Yes / No | Yes/No

5. ssgzhafienanadasdeseglulasansivy Yes /No | Yes/No

6. S28zIANNANENATADILTIULAAZ AT Yes /No | Yes/ No

7. S¥UAMUELND1AATUDL 1N IND Yes /No | Yes/No

GENLGEAT

8. TUTLALBEANITINYY/ATIT MUFendUq | Yes/No | Yes/ No

NUBNMLBDIINLUITININY
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ddaya | wanzay AUz
9. TUTUALLAEANITSNYIAINTUAIIY Yes /No | Yes/No
Unonsieuaitayavete1anaingniy PDPA
10. ANMBULNUNTBAMAUNIY Yes /No | Yes/No
11. m3vawalaldsuuiniuanmside Yes /No | Yes/ No

12. alganea1ee Nerainduiuenaadasain | Yes / No | Yes/ No
n15:n$lAsIN5338 (@1aseydliiiianlddng)

13. syydfienainlumnenaadnsnednis Yes /No | Yes/No
PONIINNTINY Ve IelveaadnseanaIn

ANS39Y

TngsiukaIn e iausantalausaly  Yes / No
U oo

BIIUNI et eeeeen (n551N"9)
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v

AEGNEEAIEY

NIIUNITAINYAN...

No. %a - UNENA Profession & Field Field Affiliation Gender

Credentials Med Non-Med Science Non-Sci Yes No M F

1.

2.

v =
NaUITYN (LlAWILNITUNITIINYAN...)

No. '?ia - UNENa Profession & Field Field Affiliation Gender
Credentials Med Non-Med Science Non-Sci Yes No M F
1.
2.
NIIUNITEAUNU
No. ?}a - wudna Profession & Field Field Affiliation Gender

Credentials Med Non-Med Science Non-Sci Yes No M F

17 v A:l' o LY
L1 UINETIUNIIUY
No. %a - UNANA Name Position

=
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5.1
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5.1.1.3

AMUANIII5ENTUTLYY

1599 ANNBNTIVAINUTEEIUY
LAALATIEBU Conflict of Interest

Jus4 Agenda Uars1891UNITUTEYY
Agenda N5UTEYUATIN... (FBUT...) TUTUT..ooroicee e

a3UTeNUNMIUsEYL AT (5BUT..) TWTUTL. e

ANSNANSAUNTASINTT N (Initial Review)
WASUILUU Full Board Review

o

1A59N15398WI5UIMUY Full Board Review Inan1swansandasuiulgeseazidenluiadadifgy
(Major revision) wsadlisusasaunitazdndrnussyunaiarsantu 91uiu 1asans

Tasensiedegnlug (Resubmission) HasanuuAaEiu 90 Ju 39U 1ATINTS

TA5en1533e9veadAin13deves unnduszandiu 9uiu 1asems uwnduszintusasan
U 1AT9NT5 SN 1ATINIS

Tasan1sdeiveaydfiin1sidevasyransmeluanzs 919158unnd ruau 1asenis 819158
WEIUTA I 1ATINTT 191589UANTTH 31U 1ATINIT 52U 1ATINT

Tasen15idenveaydfiin1sIdevasindneyr 91w 1asenIs

Tasen153deiveaydfninisidelagldsunisatuayuainaiaensy 31uau 1AsanTs

NA1TUIUUY Expedited Review

TASINTIFIYNHIUNITNANTUIIINFIUNIUAMLNTTUNITIINNINTUNTYFITUNTI TUAU
Y93UsewAlng (CREC) a7u9u 1AsIN1S

151581 1ASINI5INRAINIT5UT8Y (Continuing Review)
Tasansilisiuaduayuainaiaensu (desiuseuy EC E-submission)
WR158UIUU Full Board Review

12 (34 . a .&4 [
F8UmMAN1TallaiNaUZaIRT18USe (Serious adverse event) lAATUATBUBNAMET U
TAsean1s aduntgluanes 37U 1AsaNIs

sneun b/ wWagunuay/ iy (Amendment) 37U2U 1ASINIS

seumansalileauw/diunulasinisidglasusesld (Deviation/ Violation)
U 1ATINIS

=
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5.1.1.4 37891uAMUANMLN (Progress Report)/ aa1glasen133de 31w 1AsaNIs
5.1.1.5 $1997uudsUalAs9n15 (Close out Report) 31421 1AS9N1S

5.1.1.6 1991U Clinical Study Report / Final Report 371u7u Tasens

5.1.1.7 57897U Routine site visit 314U 1ATINIS

5.1.1.8  91891UN1IWNNITTUIRINITILTIATI YS08AN13TUTD4LATINISIAY (Suspension or
Termination of Approval of Research Project) 37u2u 1A59n135

5.1.1.9 s18nunsaeunIudansde (Questions) / lasuisassniiamnd (Complaints) 91w 1asenis

5.1.2 WISV Expedited Review

51.2.1 TenumansallaiiaUseaAsneunss (Serious adverse event) lATuANBUBNAMET U
TA59N15  adun1gluanes 371UU 1ASINIS

5.1.2.2  srguuile/avasuudad/iiaiy (Amendment) (Amendment 371u2u 1AsenIs, RTHTAERH
AU 1ATINI5 BazlJAsUYalATINIT U TASINIT) SANITUIU  LASINIS

5.1.23 senuman1salileaun/dlunialasansidelasusesld (Deviation/ Violation)
1w lasens

5.1.2.4 378971uAMNA1MLEN (Progress Report)/ fiaa1glasen133de 31w 1AsanIs

5.1.2.5 $1897u139UalATIN15 (Close out Report) 31U 1AIAIS
5.1.2.6 578914 Clinical Study Report / Final Report 31471 1A54015
5.1.2.7 518974 Routine site visit 314U 1A5IAS

5.1.2.8  37891UN1IWINITTUTRINITIYYINTIA ¥398AN13UTR9LATINNTIAY (Suspension or
Termination of Approval of Research Project) 37u2u 1a59n15

5.1.2.9 s189unsaeuaudensde (Questions) / lisuisassifamnd (Complaints) 31w 1AsaNg

5.2 lasansnavuatduayuainaiaensu

5.2.1 WAISUU Full Board Review

5.2.1.1  senuman1sallainauseasdinenss (Serious adverse event) Iadunteuanamz 31U 1ATINTS
Wndungluane 319y 1Aseng
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5.2.1.2

5.2.1.3

5.2.14

5.2.1.5

5.2.1.6

5.2.1.7

5.2.1.8

5.2.1.9

5.2.2
5.2.2.1

5.2.2.2

5.2.2.3

5.2.24

5.2.2.5

5.2.2.6

5.2.2.7

5.2.2.8

5.2.2.9

seeuufle/dsunuayiiiuis (Amendment) 1w 159013
seaumansalifsauu/iniiunalasinisideldsusedld (Deviation/ Violation) $1uau Tassns
5789°UAMUNINUN (Progress Report) Aaa18lA5aN15398 31U 1ATINS
51891Uu39UlATIN1S (Close out Report) 371U 1ASIN1S

318974 Clinical Study Report / Final Report 371u7u 1As9n1s

518974 Routine site visit 31U 1A9N15

FI8UNTANNITFUTBINTIWEIATII 1IREANTTUTB4LATINTIY (Suspension or Termination
of Approval of Research Project) 3142u 1As9A1S

sgunsaauaudansdy (Questions) / 1asuiseesa5aennd (Complaints) 91U 1AT9N13
NATUMUU Expedited Review
sgumansallaineuszaeri1euss (Serious adverse event) IindunguanAnE 311U 1ATINTS

NaduNeluaue 37U TASINIS SAUIUIU  1ASINIS

sreundbu/wWasunlayivuiy (Amendment) (Amendment 37u9u - 1as9nAs, Investigator’s
brochure 31u3u 1A39015 UAZVALNNWWNERATY 3113 1AT9N19) 590U 1ATINNT

iqmqumqmmﬁtﬁsNmu/s’h‘é‘lumuiﬂsqnﬁ"‘aﬁ'ﬂ‘lﬁ%'ma\ﬂ% (Deviation/ Violation) 37u2u  1asens
31891UAMNA1INEN (Progress Report)/ 69818/ Ya81852881a11ATIN153Y 31U 1ATINIS
51891U139UnlATIN1S (Close out Report) 31U 1AS9N1S

518974 Clinical Study Report / Final Report 91421 1A54A15

518974 Routine site visit 314U 1A5IA3

31891UNTANNITTUTBINNIIBEIATII MT08AN13TUTEILATINTSTY (Suspension or Termination
of Approval of Research Project) 31Uy 1asens

s1gaunsaaunudansdy (Questions) / 1asuisaesafaennd (Complaints) 91U 1AT9N1S
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RAUELAR

1) vaudslATaN1533eaty (Expedited review) NldNa15000 wazlAsUNI5oUIAREITUADU.covcvvevvveeveevnennns
3w TAsenig

2) vaudelasen1533eatu (Full board review) MlANa1581 wagl@Tun15oUIRLAUABU. cocvvvvrrrcrcrcrcre
3w TAsenig

FuTgUNLe vaidgUsyyulnensaunIsaiumuiunaiangd

UIEEIUANENTIUNITISUTIIUNTIVETUAL
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AU1897UN5UTEYNAMENTINNTITE5 5NN Tuau
ASeN ../25... (saUl...)
Tuil 12981 09.00 - 12.00 .

Uszyueaulauniiuszuu Zoom meeting

AHRAIERATEY
NITUNITINYAN...
No. ¥ - uwana Profession & Field Field Affiliation | Gender
Credentials | Med Non-Med | Science Non-Sci Yes No M F
1.
2.

Ba1UszYs (1aW1EN5IUN1TINYAT...)

No. Ao - UNENa Profession & Field Field Affiliation Gender
Credentials Med Non-Med Science Non-Sci Yes No M F
L.
2.
NITUNTHUNY
No. Ao - UNENa Profession & Field Field Affiliation Gender
Credentials Med Non-Med Science Non-Sci Yes No M F
1.
2,
I3
29AUILYNATU
- 919158UINY ... I - @VTINGNENENS ... VI - ypansnnelu .. viu
- 9 sglalaunng .. v - lillganvineneans ... v (Lay person) - YARINIAIEUEN ... U

N353N157MGITUUTEYN U ... YT

¥ Y oo o
L1 UINETIUNTIUY
No. %a - WuEna Name Position

daeus Aansssu Tlanniw sauaun1sia Anuennsau SuRavaudeny




AMUANIII5ENTUTLYY

2527 1 1599 NaNIIUINUTEsU
1.
25590 2 WAIATASIAFBU Conflict of Interest

3N 3 FUTa Agenda UarI1891UNITUTEYN
Agenda N5UTEYUATIN... (FBUT...) TUTUT..ooriicee e

a3UT8NUNMIUsEYL AT (5BUT..) TWTUTL. e

21527 4 A1SNASUNLASINIS MY (Initial Review)

4.1 WS UU Full Board Review

]

4.1.1 1A3IN15398NIULUL Full Board Review finani1sinansaundesuiulgeseadenluiadadi
(Major revision) wsadlisusasaunitazdndrnussyunanarsantu $1uiu 1asans

eeE

4.1.1.1 | FARUNATINTITIDY ceeeeeereeeeeeereresesseeseens ARV

BNEITLAUN ID... Submission date..............
1T AN YT TR B e e e e e e e e e e e e e s e e s e e oo e
s uET s

AuauUAvasimtilATINITLALEINIIeAIU CV/ EC Training:

o/

Conflict of Interest YasiantlaTINITUAZHTINATY:

Reviewer #1u Scientific & Methodology:

Reviewer 114 Consent:

ASNIIUNTT

d5UNan1sNaI5a

d951891uA21u8199TN

ynszwen Hynewou L feFugnn1side wioldiu 1 3

4.1.2 lasansndsgnlugi (Resubmission) Wasanuunagiu 90 i 31U - 1ATeNs

4.1.2.1 | AIUNATINITIVY errrerereeresreeesrseessssesees AAIW ...

LWBNEITLAUN ID... Submission date.........
I TIN YT IREETBT e e oo e e oo e e e e e e e
g s usduay:

AuauURvasimtlAsINsuasysuideau CV/ EC Training:

o

Conflict of Interest vasmtlATINITUALETINIL:
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Reviewer #1u Scientific & Methodology:

Reviewer #114 Consent:

AMSNIINNTT

d3UALHE9Y4lATIN15338

ayuusslevddagidniaunside / deay

#5UNaN1INeITN

#49518971UA21UA1%UN

Cynszwen  Hwyneweouw [ feFugnnside wioldiiu 1 Y

4.1.3 1A5anN15398Nv90YliRin153Teves unnduszantiu 31uau 1asanis uwnduszandiusasen

274U TATINTST SAUIUIU 1ASINIS

4.1.3.1 | FAAUNATINTITIDY ereeeeeeeeeeresereereseereereens

WBNEITLAUN ID...

LAITIN YT ITUET DT e e e e oo s e ee s

g uET UYL

AnauUAvasimtilATINITLALEINIIeAIU CV/ EC Training:

o/

Conflict of Interest YasiantlasINITULAZHTINITY:

Reviewer @MU Scientific & Methodology:

Reviewer 114 Consent:

AMSNITNNTT

d3UALHE9Y04lATIN15338

ausslevidagidniouniside / deay

d3Uunan1snaIsan

de51891uA21u8199T

Lynzweou wyneweou L feFuannisive vieldiu 1 ¥

4.1.4 1asan1539eNveayinviin1sidevasyaainineluane 919158unNd 91uaU 15913 913158
WA 31U 1ATINTT 21913891UANTIH 31U 1ATINIT 59U31UIY 1ATeNS
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4.1.4.1 | AIUINATINITIVY errerereereereereresreseessessenees AR ...

LBNEITLAUN ID... Submission date.........

I TIN YT ITETBT e e e e e

s s uauay:

AuauURvaimtlATINsUasgsIudeam CV/ EC Training:

o

Conflict of Interest vasmtlATINITUALETINIY:

Reviewer #1u Scientific & Methodology:

Reviewer #11 Consent:

AMTNITNNIT

d3UAuLHE9Y4lATIN15338

ayuusslevddagidniaunside / deay

d5UNan1sNaI5an

d49518971UA21UA1%N

Llwynsden Hwyneweou 0 feFugnnside violdiu 1 Y

4.1.5 lassnsidenvesydfinn1sidevssindner 91udu 1asenns

4.1.5.1 | WMUNATINITIVY ereererereererereereeresresrenees ARV

NEISAUN ID... Submission date.........
1T I YT IREET BT e eeee e e e e e e e e oo oo e e e e s e oo e e e
s s uatuay:

AaNURvawiInTlATINTHaEsIUTAM CV/ EC Training:

Conflict of Interest YaianlassNIsUAZHIIMITe:

Reviewer AU Scientific & Methodology:

Reviewer 114 Consent:

AMSNITNNTT

d3UALHE9Y04lATIN15338

asuuslevunaiUnsa3n15398 / Ay
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A5UNANISNAITUN

#9518971UA21UN1%UN

Ownzweouw  Huneweu O fefuganiside wioliiiu 1 7

4.1.6 lasansidenveaylinviinisidelaglasunisativayuainaiaensy 9 1AsanTs

4.1.6.1 | AIMUINATINITIVY errerereereeresreresresressesreeees AR

NEISAUN ID... Submission date.........
TN T RIETDY oo,
s s uatuay:

AuauURvaintlATINsHasysIuidean CV/ EC Training:

o

Conflict of Interest vasmtlATINITUALETINIY:

Reviewer #1U Scientific & Methodology:

Reviewer 114 Consent:

AMSNITNNIT

#3UALHE9Y04lATIN15338

ayuusslevidadidnsauniside / deay

d5UNan1snaIsan

d9571897UA21UALN

Lynszwen Oynewou 0 feFugnnside wioldiu 1 3

4.2 NINIUMUU Expedited Review

4.2.1 TASIN5IWNHIUNITRIITUIINAIUNINUANLNTIUNITIIUNINTUIRIYFITUNISIVE TuAU

vaeusemAlng (CREC) 31w 1ASINISg

= a a o % o . . .
21389 5 NSNS ATINNTIBRAINITIUTEY (Continuing Review)

5.1 lassnsilisiuativayuainaiaensy (deiussuy EC E-submission)

5.1.1 W1ISUIUU Full Board Review

51.1.1 senumanisallainauseaainenss (Serious adverse event) IRATUATBUBNAMET U

TAs9aN15 WaTun1gluAes 37U 1ASINIS

5.1.1.2  s189unnb/asusiay/iviasiy (Amendment) 37u9uU 1ASINNS
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5.1.1.3

5.1.14

5.1.1.5

5.1.1.6

5.1.1.7

5.1.1.8

5.1.1.9

5.1.2
5.1.21

sguman1salileaun/diunulasinisidelasusasld (Deviation/ Violation)
U 1ATINIT

51891uAMUA1IMEN (Progress Report)/ #ea18lasen13398 31U 1A59N13
51891UM39UAlATIN1S (Close out Report) 3142 1AS9IN1S

518974 Clinical Study Report / Final Report 371421 1A354013

$1897U Routine site visit 374U 1AT9N1S

FIYIUNTANNITIUTBINTILLIATII WIEAN15TUTDILATINITITY (Suspension or
Termination of Approval of Research Project) 37u2u 1A59n135

F189UNMsAaUaNdaedy (Questions) / 1i5UlFa9319509nd (Complaints) 31U 1A59M13

NATUMUU Expedited Review

1R (3 . a 49! o
FumansallineUszasfsianse (Serious adverse event) ATUATBUBNAME T1UIU
TAs9n1s adun1gluane 37uU 1ASINIS

5.1.2.2.1

PANUNATINTTIDY e reeersrereressesans APV Ve

wnasad | ID...

1AINNTIFLLT 09

389U ...

Impact the risk/benefit ratio of the study: [ Yes [ No
Significant changes in study design: [ ves [ No

Substantively changes in ICF: [ ves [ No
ATATIUNTT o

5.1.2.2

5.1.2.3

5.1.24

5.1.2.5

se9uuily/asuulayiinanis (Amendment) (Amendment 3113 1A59M15, LNNKSY
AU 1ASINNS BazllAsUYalATINIG U 1ATINIST) SAUIUU  1ASINIS

sguman1salileauw/diunulasanisidelasusesld (Deviation/ Violation)
U 1ATINIS

14 L4 ' a v o
31897UAIUN1INUN (Progress Report)/ G\@@’]Eﬂﬂiﬂﬂﬂi')ﬁ]ﬂ W 1ATINIS

51897U139Un1ATIN15  (Close out Report) 31U 1ASINIS
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5.1.2.6

5.1.2.7

5.1.2.8

5.1.2.9

5.2
5.2.1

5.2.1.1

5.2.1.2

5.2.1.3

5.2.14

5.2.1.5

5.2.1.6

5.2.1.7

5.2.1.8

5.2.1.9

5.2.2
5.2.2.1

5.2.2.2

5.2.2.3

518974 Clinical Study Report / Final Report 31421 1A354013
518974 Routine site visit 914U 1A5IAS

FIPIUNTWNNITFUTRINITIIEYINTII MT08ANIITUTRILATINTTIFY (Suspension or
Termination of Approval of Research Project) 37u9u 1A59015

sngunsaauaudansdy (Questions) / 1asuisaesafaennd (Complaints) 91U 1AT9N1S

TasensnayuaiuayuaInNIALNTY

WA5UILUU Full Board Review

12 (34 . a gl! o
FgumanIsallainelszasfsianse (Serious adverse event) ATuUATBUBNAMNEY I1UIU 1ATINTT
nvunglunuza 31w 1asanIs

senuuily/iisunuas/iudy (Amendment) $7u3u 1A59013
seeumansaiidoavu/iniiunialasanisiseldsuseddd (Deviation/ Violation) $1usu TAseanis
3189°UANA1INEN (Progress Report) iaa18lAsan1533e 39U 1ATINS
51897UK39UnlATINNS (Close out Report) 371u2u 1A5IA1S

$1897U Clinical Study Report / Final Report 37u2u 1as9n1s

3184974 Routine site visit 314U 1A5IN3

FIYIUNMTANNITIUTBINTIWYTIATII WIEAN155UTD3LATIN5IE (Suspension or Termination
of Approval of Research Project) 3142u 1lAs9n13

F1g91un1TaeunIudassde (Questions) / ldsusassFesmnd (Complaints) 31w 1asens

NA1TUIUUU Expedited Review

F89umAN1sallaiNaUszaIRs18use (Serious adverse event) ATUABUBNAMNEY I1UIY 1ATINTS
Wndungluanzs 31w 1Asanns auduIn 1AsenIs

sreuuileiddsunlay/ i@y (Amendment) (Amendment 37U7U - 1AS9013, Investigator’s
brochure 91u7u  1A59M15 wazvaLNaLWNgRITe 91U 1AT9N135) 9T 1ATINTS

sguman1salileun/drunulasinis3delasusedld (Deviation/ Violation) 31u3u 1Asens
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5.2.2.4

5.2.2.5

5.2.2.6

5.2.2.7

5.2.2.8

5.2.2.9

21529 6

RUTYLIAR

518971UAMNA1INUN (Progress Report)/ 69918/ Ya81852821a11ATIN1538 31U 1ATINIS
51891UM39UAlATIN1S (Close out Report) 31U 1AS9N1S

518974 Clinical Study Report / Final Report 371421 1A54013

518974 Routine site visit 914U 1A5IAS

FIYIUNTANNITFUTBINTIWEINTII IEAN13TUTD9LATIN5IY (Suspension or Termination
of Approval of Research Project) 9142u 1As9A1S

31891UNMsAaUANYasede (Questions) / li5UlFa9319509nd (Complaints) 31U 1A39M13

13999U €

1) vaudalasansideatu (Expedited review) Nlinansaun uazlisun1sayiAuaaluAaU. cveeeeeeeerereeee
I 1ATINI3

2) vaudelasen1333eatu (Full board review) Mlana15aun waglasun1saydiiua luiou. ..
I 1ATINI3

Bun1sUsEyulagldseuy Zoom 1aan 09.00 U. UANTITUTLYULIA. .ccveeees u.

v
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ASLNNYANENS LSINIUIATINISUR adudl 2022
UAINYIEIUKNA version 3
undi 6
nsAnanuegeraifiosuasnisaniiu widi 1 Y04 1
1A39A1573398 (continuing review)

GUELT]

UN9 6 NMSANAINBENNABLLBIYEIN15ALHUIATINNSIVY (Continuing review)

Vlih 5o9 v
UszaA 1
YAULYA 1
ANUFURAYOU 1
NaNN5UHUR 1

1. | MIneauanuiTmtivedasiniside n1sneanglasiniside 1
2. | m3Ualasenig 5
3. | maudevaufunlasulasesnsdds (Protocol Amendments) 5
a. | msdanadelduseaumanisallifiessasd (Adverse Event: AE) | 8
wazdymitlisnunsoananisafldanemii (Unanticipated Problems)
5. | msdanmidleldFuseaumsandunuideiidsauuluaniléiuseds | 11
(Protocol Deviation Report)
6. | N3ATINFRUNUITY 13
7. | mawnn1siusesn1sidedansn wissfnnsiusedasinnsise 14
(Suspension or Termination of Approval of Research Project)
8. | MIgNSIAINANITNINTAUNVDIAULNITTUNITATUTTTU 16
9. | msdansiileldzunisaeunudensde 1d5uGesrtemnd 16
9.1 loléFunsasunuteasds (Questions) 16
9.2 1WloléFuiFossnfemnd (Complaints) 17
LAN&E15891989 19
ANANUIN 19




ANZNIIUNITITUSITUNTSIFYIUAY SOP

AMSLNNYAFNI LSINYIUIATINITUR AUUN 2022
URINYIaLUTNA version 3
UNN 6 N15ANMIUBE9MBLLDIVDINTS
AliulATIN15998 (Continuing Review) Wi 1 ve9 21
uni 6

N1SANAINBE19ABLLBIYRINTTANLTEUIATINTSIVY (Continuing Review)

o/ '3
wgUszasnA
A gva a av an vo v Yo a v 9 v
iieldilunuinislunsinnsannuniulasinisidenlasuniseydi@visunisua vl
AUADAARBINUNINTTIULALHUINIANTUNTAMTUNITNUNIURNTUNATETITUNTITY
Tupu wedundnuseiuingidisulasiniidelasunsudiinssmnulasenisidenlasunis
$UTDIAINAMENTIUNITT waziiteunUesdns Anudasndy uazaulusgifvesgidnsiu
IV

VBULUA

Funeun1sujsicnumnsgiud Wduuuamislunisfiarsamuniudeiiesly
Tassmsideilasuniseudlddidunisanemuensunisg wdwibu Tnemsmumuseiiies
EATOUAN N1TT1BIUANUAINUIVBILATINTIFY N15HATUALATINITITY NITWIIVD
Usuasulasssanside msdansidleldsussaumgnisallifislszasduazdaymill
annsamansallsidimth msdanmaileldsunsnunsdiiunddeidesvu/iun
Tassns3delesusesld msnsaaeuaudds nsinnnsiusesnsidedingn vieginis
fusedlasan$idy MegsTainanIsRANTINYeIAMENTIINTY Lagnsdanailieldfunis
aounuteasds 1iuiessniemnd

AAUTURAYBU

fidefithitdssnssnuanufmiaaiiaaznssunisg fuueanuilunisdeseny
AnuiMmi augnssuns Sanufuiavevlunisinsannumuseldedulasiniside
I§sunsoudfAlidiiunisnnamuenssuniss udr aunuiUiiuiasgiuaina sauns
nvaneuay s udetidudug Mnedes

nann1su{un
1. M338NuANNiIImEnvedlasin1side N1sreanglasenside
1.1 N155189UANNAUENTATINSIY (Progress Report) laun

1) Tasansideynlasenis endulassnsfidiiissniiunisfiansanauund
(Exemption from regular review) AMRUALAAI51891UAIUA1INUINET
AuENIIUNTT pgetosTag 1 Al

2) lasamsidofinuenssunis Wiuidianuidssgann enafunlidsseu
AN 3-6 1ieu uiohitesndn 1 afiied Jusgiunuidsasie
ALUNIUNTIRY



ARIZNTTUNISITYSIIUN5IFTTUAU SOP
AQZLNNEAENSLSINIUIATINISUR adudl 2022
UAINYIEIUKNA version 3
unil 6 Msfnauegeraliioswenis
AliulATIN15998 (Continuing Review) widl 2 vas 21

3)

4)

5)

a

daduildfinrsanlunisimuannudlumsnuniudeides Tagligideds

F18971UANNATIVIN ok

3.1) &nwauzanuidssiiorniatulunsduiunmside

3.2) AnuAsuudasidemuliiuiueureinuFuUsIweIANIEES

3.3) Uszaunmsadvasidelunisaniiunsidy

3.0) Uszinsandunsidevesfideiinaznssunss funs wu Uszia
nsseaseu Jgymilunszuiunisvennudueeulaeyiy

3.5) 1A59319115398738n151mad w30 intervention Tnsifidafidayananm
Unoasuliiieame

ARIzNIINNTY o1 muarmAidusreziian videfuuananiaududiuiy

AiirsumAdeituinglasimside vieidedingnisallifsUszasdils wu

Tdeeanunuiamiim 6 Weu vi3e Wesufidriuidelaudr 558

vefivgnsallifivlszasdiintu wduddulmuasisrou Wudu

Tasamsidefiauenssuns fnsanudidesdinuidedaazduiunsls auy

N335 enafvualitinsfusestiasdunan 3 e leliiseldidy

wnansUsznevlunstonuidemudedmunvesundamu nsdingidelasunu

Tudsdonineaiosssuiduluauiiosenionarsiuseamisaiosssudeasdl

fasruanssusedlaiiu 1 9 Suainnissusesadausn wingidelaldsununie

Iisunuliifissmeenavesnidnlasainsvieusulasuisidelag lvinenans

wdslifumngnIsun1s g Wefinnsan mindussezinaniusosdiasauwdilally

wdsifiunisla 9 azdelassnmstuldAuanlnesnlua

1.2 N136921YNE35UT09lATINT5IY (Extension of Certificate of Approval)

LONEAN55UT04LATINTTITE (Certificate of approval) 3gilagn1ssuses 1 U
Tnoasseytubuduiusewuarszznaaugamsfnuliluenaisding fad
Usg51unuznssunis WJugauin wingldedanuussasdvevensiian
N3ANYIlATINISIAN 139 TATaN1TI9elisseiaIn1sAnwILIundl 1 U a1mnse
fuverieangonasiusodlasins

N3N ITuARIN1TVERRD1YN1TTUTRATINTTITY TidudnTevesesiy arami
30 Jufowiununaly wioldiiu 90 Tu nasiununetgnunszylulenans
Susedlasansidy

MNEITR0918lATINTITENEUBNAITTUTEI MUABY TUNAMENTTUAITY
Susesmsroengaziluiufienansarfodlasunsiinnsaniuses




ARIZNTTUNISITYSIIUN5IFTTUAU SOP
AQZLNNEAENSLSINIUIATINISUR adudl 2022
UAINYIEIUKNA version 3
unil 6 Msfnauegeraliioswenis
AliulATIN15998 (Continuing Review) widl 3 vas 21

® TINsiTULNEVere18lATINIT UTESIUANENIIUAITY NIBNTIUNIT 71
1ASULOUNNIBATRAITUNDNAITAINANILUY Expedited Review 130 Full
Board Review

1.3 N1INUNIUKLASNIITUITIEIUAIUAINTLILALABD1ELANE1TTUTDS
TAsen1533y
1) LN NAMSUNITRNTUILATINTITELUULSIAIU (Expedited Review)

1.1) Tasen1sideiifiansmindeusnlne Expedited Review n15518914U
ANNATIENAENUMIULAEIBSeRIL LiuwanssunsEvunIudiauiiugg
st ndunisiiansanuuy Full Board Review

1.2) Tesamsifedamumunfausnlag Full Board Review dssieauarufnami
FaionansanunsanuyulagBiseionld Memamadielud
1.2.1) Tnsansidengasugidnsiuiseselm viowededunissugidniaunis

U
1.2.2) fiiriumsideiiutuneuitmsniiunisifonsuiataany sl lud
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International Conference 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 ICH E6 (R2)
(2016).

- International Ethical Guidelines for Biomedical Research Involving Human
Subjects: The Council for International Organization of Medical Sciences
(CIOMS) in collaboration with the World Health Organization (2016).
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Ramathibodi Research Ethics Review for SAE

1. Causal relationship assessment (Modified Naranjo Algorithm)

Is adverse event (AE) related to participation in research? Yes No Unknown

1. Are there any previous conclusive reports regarding this SAE?

= o < g D A +1 0 0
Lﬂamj"d‘maiwsmuﬂmﬂmmmﬂuwmszmﬂumﬂaumalu

2. Did the adverse event occur after taking this investigational
agent? ) +2 -1 0
91 hilUsEasRInTuNBraaInlasusmaaeultnialil

3. Did the adverse reaction alleviate when the investigational agent
was discontinued or an antidote was given? mmﬂumﬂiuaﬂﬂumm +1 0 0
ﬁﬂLﬂJEJMEJG]‘EJ’W@ﬂﬂa’YJ Wﬁ@LMEﬂWEJWﬂu‘V]‘\]’]L‘IN’IUL‘R]’]J\N

4. Did the same SAE re-occur when the investigational agent was
re-administered? ) ) +2 -1 0
anshifiasrasdd detudn delfemeasulvivielyl

5. Are there any alternative causes (except the investigational
agent) that could have caused this SAE?
EJ’]ﬂ’]ﬂll‘Wﬂ‘Ui”ﬁﬂﬂVlLﬂ@]su‘uﬁ’m’]iﬂLﬂﬂi@]ﬁ]”lﬂﬁ'lLWﬂEJu (uaﬂmuamﬂm
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6. Did the SAE occur when a placebo was given?
pIMshlfUszasRnenainlurasantasusasnvisell

7. Did the drug detected in plasma (or any body fluid) of
participant reach toxic level?
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ol

8. Was there any association between the dosage of the
investigational drug and the level of SAE? +1 0 0
omslifivsvasiintuduiusivnnae mageunield

9. Did the participant have the same SAE in any previous exposure

+1 0 0

to the investigational drug or similar drugs in the past?
NLmi?m%malmummaauu wininomslifsUszasdiguilindeu
ol

10. Was the SAE cgnﬁrmed by any objective evidence?
omslifiaszasdil WsunsBusulaendnguiidugusssy Wy wansaa | +1 0 0
MU uRnis 91n15neeadn visel
Total score

+1 0 0

Summary O-o: Definitely related
O5ss: Probably related
014 Possibly related
O < 0: Not related
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0 §aagulailel (unconcluded) O 9199ziedes (possibly related)
3 lifieatos (not related) O Yrazifieatos (probably related)
O livhazfieates (probably not related) O fentosutueu (definitely related)
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- International Council for Harmonization of Technical Requirement, for
Pharmaceuticals for Human Use (ICH), Integrated Addendum to ICH E6 (R1):
Guideline for Good Clinical Practice E6 (R2) dated 9 November 2016.
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