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1. 4n37uAISHIUNITOUTLATESITUNITITUIUAY Lasd unang 1uUIENauNIsE uvBAIY

WiugeulAsINTIve wangiununseusulaldle 3 U

n. ¥n3deA50UsUNANEAT Human Subject Protection azidudulundngns CITI
Program %3 euangasiiuminende nieniieaula 9 danld wiilenmdnansees
AIBUARY Federal Policy for Protection of Human Subjects

¥, ¥n39ennadulasanisidesu Clinical Trial A350UTUNANEAT Good Clinical
Practice az:Uunanansues CITI Program visewdngnsfiuninends visenieala
v @V v & [ £
Inlel ulllenmdngnsresrseungy ICH GCP
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N. MaNI3u5IIUAY Declaration of Helsinki

. wé’ﬂa‘%ﬂﬁiiuﬁugmmu the Belmont Report

A. wumeUFTRNTIFeMneedan?iA (ICH Good Clinical Practice)
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(Certificate of Approval, CoA) fisgeziian 1 U {338 lidaedes18a1uauAmt wivin
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l

N seeulifeUszasd $1ous (SAE) 7 iiad unislunmgtunuwnegaans
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SunTeANANAINELINTINNTITY (Life Threatening) nelu 7 Tuufitu ndslvinu
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A. Local or Internal SUSARs/UAP filaifafusilsiilidnsiunsidoidedin viierdy
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(Confirm) 31U SUSAR vievdsnniitnidensnumgnisaldennusnssumsiving
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A3y veNN 6 Wwau weigadlaiin 1 Y (Periodic or Annual Safety Report)
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Uaense (Data Safety Monitoring Board, DSMB) Tdwuuesu HEC F56
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aywd aetmeluliiu 15 Suuffundmumaasuulas
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WU U

- {livuidedasssnudauusiiian DSMB Taeisa fedaelulaiiiu 15 Su
Ufunaslasudanuzianinanenssunisiiuguateyatasaiulasnsy
%. Safety Information UINANAUII98 (Investigator’s Brochure/Package Insert)
Iduuuneasu HEC F56
9. erumamsailifieszasdilisionss Aslunaz (Local or Internal AEs) 14
a3usaulsedmn 1 U lnguuuinndaudueuusigauanuinmeivensisy Tu
HEC F38 (33U SAE/SUSAR/UAP fisnun1siansainudn)

Univearunsogieruawilaly “uuimnuguinissiesumgnisalliieszasnom
f)’li‘l]i&’?qfi/ﬁyi/llm (Achieving Guidance in Clinical Trial Safety Information among
Stakeholders)” vus33e555un 135798 lumuluvszinalne (FERCIT) dguig 2554
azdeuanyiigun (http://www.fercit.org/file/AE_Guidance publish.pdf)

9. nneaunslessuy dHuy vieliufuRaudaimun (Protocol deviation/violation/non-

compliance)

n. idsnaneatannwvesidnsiunsiseedradify niemnuanysaivesdeya
(data integrity) fipsmenuniely 7 Suuffundmauimnnisal wdouudsnisudlud
vl wag/meununumsudludiatiestunisiAngn (corrective action and/or
preventive action plan)

v. flsidmasoaiainwvesdidrsmnisidoetsddn viomnuanysaivesteya
(data integrity) fioesneaungly 15 Sulfiunamsumnnisal wieuudanswile
Flavily wor/vdounusunisudludietiosiuniaifing (corrective action and/or

preventive action plan)

10. ¥nideviverivuidefesnenuniseiniiTeneuiivun vseseiunsidetinsniniely

15 TuUfiu AodlandHUN1TAAALALASNBIELINTINNTITY

U av Y a av A a o 2 & A [ a v
11. Yn3defpesenulalasinsidaiionsideiadadunielu 3 L@EJU‘VT@Q?I?UN@ﬂWi'Jﬁ]‘EJ

12. 1 I38Nedan095581UTINUNIE : WU URvENITeRAYA

2.3 NNSEULEUBLIATINISIVULNBVBSUNITNATUN

wa

U

1AseN I8 dsun1siansannIsiansadu 3 wuu Senuseduanudss lawn

1.

o

gL uINNISR1500 (exemption) TRuNs3Teidnnudsaiosunn wWestoaiull
AYAIN LAZAUINATILAZSIENISANL NIARWIN 1 HaInznssunsAnYanSeenmisde
SuseaNTsenIuLaT (Certificate of Exemption, CoE) §3duliasdesisnuauming
winsidsuutasla 9 vedlasansidedesduvennuitutey wardesdulalasinismds
sufunisiaded uuazldnaasunside nsRiarsanliniseniurilasiasiunis
AniznsIUNsATEaNS 1 ngldiaaldiin 10 Juhnas sied Aaznssunisiisnnaiiae
ddmansanuuuiseiou vdeUssgamnussdunduiiuinanudsaiuniulidazain
videflussfiufidasiiansanegaseuney
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2.

aad a

$UNTRTUIV0IAALNTTUNIAVNEANS 4 Tag3FRTUIUUULT AU (expedited
review) ldfumsidefifinrndsslaifuanaudsadniios (minimal risk research) Ay
NAAEIIENITIUAIANLIN 2

U5251Un53UN1598NaUnINENITuNshiiy 2 aw iufussiliuwaziauenanisussiiune
Us¥sunTsUNs ndsraienssunsivinganseonnadesuses (Certificate of Approval,
Con) fAdlifesdenssuanuimii uimndudunsliiedanuszezinaniimmunly
milsdesuses Fewduiinduvevenesveznandeuntdesusomuneny uastuannasa
mswasuudadla q veslasinmsdesduvemnuiivteuneusudiiuns wagdosdula
Tassmandsindunisadaiu wazlanaazun1sIde nszuIunsiasasaauldanly
Ay 2 dat eils nsrurumsiasanuuussldtunstuendlufundulasinside
\&nties (minor change) S ummAIMihMsITofoysiRluiiuseyy uazseanudud
dunast (g n1arwan 3) Tedieagnssumsiisnafiosindssgmnussdiuududiui
AndsaAuadssh vielusuifuiidesiansanetisouney

funsRianTanresAMenITuNTANNYanS 1 TasisRarsanlufiuszu (Convened
meeting) MM sudsduuvuasuesAUszyn Tfulassmaideidanudsaiuanuidss
Lantiag (more than minimal risk research) AU NI 1NAITUIMUUATUBIAUTZYUVDT
ANENIINNITY (full board review) §3T8ABIdIT189IUAIUATIVIT UTENBUNITVOVEY
swpzmreuntlidosusemuneny nsdsuntasla 9 veslassnsdesduveany
Fureudeududiiuns wasdesdudalasnmdsiuiuniaiedy

N13UTEYUAMENTIUNITT edaUseyueg1adey 1 assluszesiian 1 U wazdnng

FIHNURANITANTUIUVDIAULNTINAITY N 1 LAY dIUNITAITUINLATINTITE Y

ARTIUNTANTUMNFBY MNEUTMTWITEY eimuaurun1sUseyulseatliniuans

LINVDABY Lagdifimuan1sdaonaIsNniud 15 vausazinan 913iin15Uasuwlaain

[J

WU 3UTERLYUsEANY FamaniiguTmsnuide s asuddinnenIsun1sNIUHIUTEUY

Dent Meeting

2.4 N5AALAIIULBNEITINAUTENBUNITLEUDNAITEUN

INITA T ULUUAIVDSUTOINIUIS BT ITUDIUTLEIUAMLATSUNNS AN NYANT  adamnn

LLazﬂ@QﬁUﬂETU@i’WEJ‘U’ENIZSI:QH’QJ‘{']J‘EJ AUNZVTUALNNYFANEANS UINTDUAUSIENITLONATT TIENMAY

Useinmaesnisiaue (Un3seanunsannudluanuuunesueng o Afeadedlan ulsdnuieuing

U798 https://research.dent.cmu.ac.th/ A4l
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2.4.1 Tasensiserauaiiionansanasausn (Initial Submitted Protocols)

AUDNANSNIUTZUU Ethics online Tnewuulndinedaesail

i 378N19LONENT Form
[] LuuEuelasITItefieveSunsinsad@iesssy HEC F30
[] lnasusenaun1sveANBueN Usenaunig -

- JoyadmiurUlensenidn3un1539e (Patient or Subject Information

Sheet)

« MIFBLANIAINEULDULY15INLATINNT (Consent Form)

[] MI9Ee5UTINTWUaLENaNsUSENaUNISYaAINUEULaY (Certificate of -
translation) (813)*

[] nilsdonansnnudusanliiusnuseg il idmsunisidelusuian -
(Broad Consent) (anaa4ld)

U 6 Y Y 2,
WUUADUNN / dHN9E (ﬂ'](ﬂ’e]fﬂfﬁ) -

v v

WUy Wameslawaniudidnsiunside (wedld) -

wuuluindeyarthe (Case Report Form) (geiadld) -

[]
[]
[] Laﬂmifjﬁaﬁﬁ% (Investigator’s Brochure) (21#914) -
[]
[]

Mideauy MNAUFIAYeEIIIW NIAIIFETIMegANMAIYY/ ey | -
Wiodatamhsnuduneusnauziuauemans univerdodedul (@des
1)

[] wilidesusesnisvaseatdulum (indemnity) Wsenilad@eusiu (insurance) -
miﬁhamﬁmL%ﬁmmiﬁuﬂasfmﬂ;iiﬂaw%a;livﬁﬁmnw%’aﬁuﬂwLﬁaamﬂ

n933e (unsdiglinuideduenvunasfinunidendnsdue) (Certificate of

Insurance)

[] Material Transfer Agreement (§1@esl%) -

* NSEINIVIINADSUTON AENSTIUNITAVINYENE T AeiUsuNegmans a¢lvAuusiiInIsunluanizay
YRl 3007900 1iAnAINTI 9AALNELTTINI59TE

2.4.2 1a59N15398NFINAULTIUINEVNA LA FUAINNRAUZNTTUNIT BAUTININTUIDNATIIUY
ﬁﬂi&"qu (Resubmitted Study Revised Documents per HEC Recommendations)
A90NAITHIUTZUU Ethics online Tagwuulwanneidaanad

7 S18N15LBNES Form

[1 | wuusieuasuniswsusdauily dmsudunnloiuiulasaniside/ s HEC F36
USuUgaunlunuufinaenssunise

[] LONANTN resubmit UL 2 versions ABLLUU track change uanInIsWAly way | -

LUV clean file (pdf format)

wva o
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[1 | 1©na15du o MAgIves -

2.4.3 Tasen1s3deidanduidrannienauilunuufauenssunisuduiuvauna s ide
‘U%’UU':;QLLﬁ'l?Jmu%'aLﬁuaLLuz (modifications required prior to its approval/favorable opinion)
A9L9NaNHIUTZUU Ethics online Taauuulwafineidonsil

7 S18N15LBNEIS Form

[] wuuseuagunMsUasuwlasmnly dmsuduudludinfiulasiniside/ns HEC F36
USuUgaun lunuufnaenssunis

[] LONETOUS MAYIVDY -

o/

2.4.4 1A59N15398NANSHA bR RS UN155Usaelunan (Protocol amendments)
AUDNANTNIUTZUU CMU e-Document Taswuulwdiineitvesnadl

il 318N15L0NET Form
[] LuuNsvesUNMIiasannsuAlufisiulasiniside HEC F37
[] quswsmuaqﬂmsmﬁ'ammamfﬂﬁu dwsvdnudludundulasenndide/s HEC F36

USuUgaun lumuufinaienssunis
[1 | wuuasulaseniside (Protocol) atiuusuusauile -
[] lnasdue Misades -

2.4.5 51997UANNAMEN1ATINSA48 (Progress report / continuing review report)
AONAINIUTTUU CMU e-Document Taguuulwaningate sl

i FI9N15LNET Form
[1 | lasanns3dwatutagiu -
[ | wouauesenuauinuinveanside wiomtimeaumgnisallifisUssasd | HEC F38
i SAE/SUSAR/UAP 1iindumeluame (mndl)
[] | wnansuszneunisvennudugeusiinsiumideatuiagiu -

[] AANUENATINTUIVDIAULNTIUNTTY MtuvaulrsdunTTevsaiusauly | -
8528281 (Tudniuun)

[] LONANTU%) NABINISIiAUENTINATSY Susaslrldnaly -

2.4.6 57897UN158UEALATIN5I8 (Close Study Report)
AueNaSHIUTEUU CMU e-Document Tngnuulndneivasndl

7 S18N15L8NES Form

[] WUUTIBIUNNTAUARLATINISITY HEC F39

[] NANSUSENBUSIE9U (A13) -

wva o
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2.4.7 51891UN158ALATINITITENDUAINUA NINYAWNNI15IT8Y A1 (Premature
Termination or Suspension of a Trial Report)
daanansiusEuy CMU e-Document tneuwuulnafiiestossiail

il 579N1510NENT Form
[] WUUTIBIUNNTEAVTRTEIUMTITenaUn MU HEC F43
[1 | enasusenausenu Wi 1enurasnuenssunsmiuguatoyauasany | -

Uaansie (DSMB) viselagrlvivuide (Sponsor) (011)

2.4.8 57891UANUaNNY
n. 578974 Local SAE/SUSARs %38 Unanticipated Problems
A40NANSHIUTEUU CMU e-Document TnawuulWanneivanal

i 18N13LDNET Form
[1 | 57897 SAE/SUSAR/UAP nelupnie HEC Fd4
[] 318974 SAE/SUSAR/UAP Aguan@de -

[] LE]ﬂmi’i’lBﬂﬁu%’a%aﬂ’amﬂaaﬂﬁﬁlmﬂﬂmzﬂiimmiﬁ’]ﬁUQLLﬁ“i’J’@a&aLLazﬂ’J’m HEC F56
Uaonny (Data Safety Monitoring Board, DSMB)

[] Safety Information vYoIanNA 98 (Investigator’s Brochure / Package HEC F56
Insert)

[] LenaTau ] s -

nsdissauseiien THuuunedy HEC Fa4 3onuuseaiutes CIOMS wisuuuNnsgIududil
foteyaifivme Tnsfneandondail

1. Felaseniae
Sufinuinnisal
ToyaKl i3I
Tse/anuduthensudisnlasanis
gvideiadesilownmdnlazuainiasens
By 1 Tlesu
WANI5al
HATDUMANIT (ADNUTURSTT)
anudtusveamnsalifuevieledesileunndillulassns
n3fluNNIT 1 918 Widdun1snudenstisneauseden

A e A L T e

9. eeulsifeszasiieuss (SAE) MAaduneluanziununneaans sinededosls
(internal or local SAE)

#uana@13HIUIEUU CMU e-Document Tintinlasensidesnenuselsesiunssunisiduane
Snwaldnwinelu 24 $ala (nsdlenanadinndeTinviennaudinetaaling wdsaniinsumgnisal

wva o
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wazlisenuniely 7 Juuffiu (nsdifinalaifeiuidedinmiennausedin vdwniigidensuimnnisal
Tnglduuumladu HEC Fa4 vieuuusenuves CIOMS visuuusnasgiuduiideyaifivswe

A. 318974 SUSAR/UAP fitAntunisluamsiiununmerans sminerdededus (nternal
or local SUSAR/UAP)

ANLDNATHILUIFUY CMU e-Document $1891uannndn 1 38 Tissauiiind uduideatunis
Tenuded TifmihlasinsidesnsnuieUsgsunssunsifuaednvaldnwsaelu 7 Juujaiu (nsdl
SUSAR/UAP fifinalienanasinside?in (Death) nioanamdineatasing (Life-threatening) ndselvmu
oudaBusu (confirm) uifevdaifonsuimanisal) mnmesudosiuliauysal flviuitensnusde
Usgsunssunsseteyainnisinnuiiieadeaasdavinliauysallaedaiiganielu 8 Suufiudamn
Yoyalmifidrdgyseauinnama gliunsnuieysesiunssunsnely 15 Juuffiu drunsdualsl
fefudedinvseanausedin isenunely 15 Judfitu vaadlvnuidoudstudu (confirm) vsends
F3semaumnnisal Taelduuuesu HEC F44 ni3ouuusisauves CIOMS wisuutinnsgIuduiiidoya
Weane

4. 89 SAE fiiaduniuenaneiunummeaans uninetdededlns

d9L0N@15W1UIZUU CMU e-Document T#an11la3an1551891u00U5251UN351A151A8L57
el 15 Suuffiu (n3dl SAE MiAnTueaifiuanuidssseaianaing ndsinfinsumgnise Tagld
LUUSI891UYB3 CIOMS Wi3euuusnmsguduiiideyaifioame

3. 378974 SUSAR/UAP A18UaNAMSTUALNVEANENT NiIngndeitesin

#9L0NaA13W1UTEUY CMU e-Document Ti1antinlasan1533851891u6 8U5251UNI5UATT AL
syogmuimualulasinsifenierdatuayun1siss wioyn 6 Weu VisdsaslsiiAu 17 (periodic or
annual safety report) Ingsevuatuasuiduniwsinguuesdaduayuniside muguuuusenuues
CIOMS widouuusasguduiideyaiiio e tnglduuuneauves CIOMS WieuuuinasgIududiideya
TN

2. lna1sgnudayanuUaaaisanauznssunIsiiuguateyauasainulasnsie (Data
Safety Monitoring Board, DSMB) l4uuunasu HEC F56

. ;ﬂﬁﬂqu%’aﬁaamﬂmumimﬁlauwaﬂﬁﬁ’]ﬁ@m q Sudmalifiunnudsseoiaaing uay

Useiduluy q Tednaidosoniulasndoratenaratasns enisaudunisidese
AruznITUNTRTNEAVS atafnnuardostundunmelunisifefuuyud adnnelulsd Ay
15 FuUfiiuvdemunisiasunlas
o Glinuitedossenudanuginan DsMB Taeif isdnneluldiiu 15 Yuufiundsldsy
JouurtInAuENIIUNMSIAugLateyakazauUasniy
4. Safety information Y¥04NANAMI 338 (Investigator’s brochure/Package Insert) 14
wuunlasy HEC F56
a. s1891umanisallain sssasd i li$ouse inluantum (local or internal AEs)
TimtnlaseansIdeasy kagsngnune s unssunis nieuseuaunIitusednl HEC F38
SrufUaTUTI89 SAE/SUSAR/UAP H1unsiiansaiuin

wva o
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2.4.8 MIEUDLANENTEY 9

Msiaueenasdu o ivenwileainiind1nuiuda91ediu 1w 518979970 Protocol team Va4
Tasan53y aamnednlasins aavneveunmenaasing Lazdu 1

AuanasiIusTUU CMU e-Document

7 S78N15L8NES Form
[] NaNsMnITe atuwlatduntwlne -
[] LONANNEIVDY aTUNISINg Y -

2.5 N154d version/date VadLonEds

A

ANShd version/date ¥898N@NSNEUVDTUNISNAITUN BNEISNUNIFLEUVITUNITNAITAUN

W 1AT9N15338 (protocol) Lanansteyauazveniudueey (ICF) dasldaly
A A Ao 5 dy o v o ad < o A A o a

nans Wenaeseyliluenansniuses Mellmsivueliatunguduatun 1.0 wasdielinsidsuwlag

A o oa

IUN B39 footer YD

wAluneundsliusuaavtulunumungay
2.6 N1389LdNEIT

nsslfuveunisusesdmiulasimsidelvi {3duanunsaduenalsniussuy Ethics online
LAZAINITONTIVABUANIULLATINITHIUIZUU Ethics online NsalUSULUAsuLA lulATIn153T89 basU
LPNANTSUTDUIUS DA IELDNANSHIUSEUU CMU e-Document

2.7 MSUAINANITNIITUN

A3T8a1u150m 51980 U0 1UElATINITHIUTTUY Ethics online 1ngsyuuazdINan1siaITan
lasen19338luds E-mail A33uameideull fideazdesdatauilunisluszoziiaifinugnssunis

[ 7
v a Y

AMuiun MILAa9luRY 30 Yundsnnflasulatausuy

2.8 NM3VBABRIYNIIHRIUTY

Y] [

wifsdofuseseanlimuszoznavedlasamsidey nsddndunisliuduaiadnidedeciy
FEUANUMININIaU VDR

(n) Tassnidefiviuveulasfinnsanuuuasussddssyy wmndnidedunielu 30 Yureu

yno1y MIreangazselrianununey uafduuwiu 30 Yu nmsdeagazsslvianniui

fiuszyiiuroy ieUssnunssunfiusey (nsdianynssuns Biudley)

@) Tassmsidefiiureulnsfiarsanuuuissaiu dnidemsdunountsdeusomuneg

nelu 30 Tu Inedsuiinveroegniounanamsnavainfdelinanada Usesiunssunis

sgasuiuraunIsReeglireaniuunetglaglifinnsinnsansesuauinm

() nsdifinideBunendmisdesusesuneny

o fednlumsliujufanudanivun (noncompliance) in3desipangan1ssuRd15IuN1s
i lasamsidoidentsdeiusemunony wazsonunislivfoinudeimuasde
ANENTTNNT TN

wva o
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o AMZNIIUNIST lNTUINITVRRBD Y MTIARTUTRIINg L laSuTBeunIsly
UuRaudanvun

e AuznsTINgT onalideyglilddoyaiiivangidismnisidelusisiimisdeiuses
a0y Tadazfiansandunsd q 1

a

2.9 n1suAtalAsINISIeNINLazIIINIITUN Ind

ATMAAMENTIUNISY TUATRTNITewN b lAsIN1TIFeLa8 unaunINa1sanlug Yn3deaas
wAlawaguuluunely 60 Ju nuiunIdusadinans scientific value Lasandaniudusieny
NAIUTIRBULINGTUDDNUILED

2.10 S18UFUEANITINY (MINNVUA)

[

nsAuanfanssuitemuununuiedndumadsundadulasniside Ssfesssnude
ARMENTIUNITY mmsﬁm5§uqmmi‘3§fammﬁ’mum Lo

e Sufidrdrunnsideasumuusunuy uagAanssunisideiiureulneanznssunig
fdunsiadaauund,

o mafunusn msld Menngideyadiuyanaiivdiyanaaiaiunds warlifing
Audeyardesegnaiedeangidniunisidedn

e 18na1391891un15398TugUuu final report w3 manuscript ta§aAuuda (aniiu
multicenter research fifuFawasimihlasimAdendudsniung

8w o o Yy W aw
2.11 AM9NUINYILDNE1INNYIVBINUNITIY

nsdlidun1s3deitnIdoidus5i5u (investigator-initiated research) 1¥iAusAwLenans
1Assn1539llo819Uey 5 U #30m1UT0A1UMUATOIAMETUALNNEAIE@RAT WnIINeIauluslud nie
dormuadlinuide mniuliiaefeiiduiisensy
o enasnszay Whanelaeedssiateenans
o lWdlursuiunes Taueg19a11939n hard disk #3adudn (zip) wagmuuasialunis
A8 (unzip) Aulilussufiamesdruynnadimmunsianisdld

nseldunsive pharmaceutical-sponsored drug trial Tidulumuderivunes sponsor

wva o
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NAMANUIN
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ANANUIN 1
USZANNANTTULAZNNITIEN LASULNEIUINAITNANTUIRUDTUSITTU

1. Tasensitlailinnsise
1.1 vJufanssunisifeunisasu nsusziuaunInns@ne nsusziuauninlsameiua n1s
Uudgsnaun ey wiensuszdiunanisiiuinisvesmhenudeudunisaiiunisauuuinig
firvunlgnagnssumMIRaIAuAm ionssunsdulussiuansduly
1.2 st (Case Report) filsitAu 3 518 Alausvesniiudesuansnisundesanuduesiiae
DEIMLITAN (MUBWR: 21581TIYINTUNLMIBNAAMUAEnanguvsdenudugeuluns
Tidayadthevidonmiihe Juogiunsd)
2. Tasamsidefidatnussnndelud
2.1 WumaideiiliRendestuynraunfudgnneas wieifudeyadiuyana viefetnadinwdil
Uoyadiuyana
2.2 1 Bumsidelunnzviunumemans uinerdoidoslml visaaduns@nwidwiadunns
U313 N5ANW (WU MIITBENEAansnen1sing n3emsITeUsedning viseilssuiisuwmatia
nsaeu vidngms iemsdamstutou Adudunnduunfoguds Taglifimafisduasnisle q
i) videidumAderiieussidiulassmsuimsdanisvesmhsauvesantus
2.3 1Hun9idelaeldi5nadaan dunwal fiides
(1) laifiviade/Anudigeul wu ngRnssumane NEANTIURAN MUY woAnssu Ademde
Fordesynna /gy
(2) inawiruadvimalameidunadonninisdisny wu msdmanuiimelavesiissns
Renduaiainisilasu
(3) namsdsralivinlvesdnsiilsideyaidendsdodes
(a) biuiindeyaludnuazivsuoniwhyanaldliiesmemseserusiadoulos
2.4 JunHdelaensdunanginssuvessyrsdlufiaisisuslned
(1) gidglailuunsnuss viedaain
(2) anmiuﬁgﬂé’qLﬂm/amuﬁﬁiﬁé’fé’aLﬂ@l@iﬁi’gqgﬂﬂ’a’mﬁ]udwﬁa
(3) ituiintoyaludnuazivsvoniswnyanaldvieriusiadenles
25 Junsitelasnafununudeyadiuyana viefegsdanmildiedelatondsoluil
(n) Wewesioansisazagudinunguung siselimanivindudeyatmasiiduanudy
(¥) litufindeyaludnwazivaeniswiyanaldvionusiadenloainidulifadetuyana
[Avestays/Megnelinm waglidumeiunna
2.6 \Bumsideiilideyatnansyisniuuuisua wu mslidoyannsesulsziduesmiienu
nsldteyaainseileumnsiviiadenisliusnis
2.7 JunsideluiesduRnisieeldiegisanunaauinisdamdivg wu n1333elaeld cell line
filaann ATCC vidpvanniesufiinisdu uasufiRmudennadlousetan (&)
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2.8 1HumAdedouvddusneguiinmiivdeannsanaitedouasfivinuliluadwemineay
fanduarlfsuousRnnanenssunsivinganss uadldfosamudormunvesaduinogadanin
2.9 nyUseidiusand wazgunw wazaufiswelavesiuslaaeimis lag (n) iuomsiidu
Uselowl Liffngidevuansuguiadeasuudon vio (@) driinnidevuarsussuds vioas
Vudou fvdngruuansilifuuinaiismualag oo, viemhenuiiieades

Usztnnnsadedilianansasniiuainnisiansanduaiessey
Tassmsidsdilianunsavesunsentiu
(1) MeAdeAfimsDetstoya videvasn
(2) maeRRedestunduyeaasoluil
n. nguiidifmunuguaidunn wazdesyoouaalunsidnis wu gaesds fonfluaay
fill feongviaiinluanuannsiey gane/fonenluredensw fuaefisuliiinin
TuanuidnsnymsgunInie
v. fanmdnlaszuniegisgunss Wy ansaniogu {isyiiwereweindine wievh
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1.
2.
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fomnuuanssznmsidefiaznszviiusognsthinmuazdeyadiuyana Aosuiedes
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winliszyusznvnsideluseazideadunisaniy deadidenuuansingidnsiunig
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Uspuammsifoiamng i
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fomnuuansinazinselasvndmanuiisfuavdvesidisiunside uazdanuiAeaiu
mafuinuuarnisliteyadiuynnaviosogsiinmitisisyaaald uazasinsolas
lunsaliindunseanNnsidy

nsNeNE15USENBUNISVBAINE UL DY
nsdifienansusznaun1svenudueuiiniue 1w tu clinical trial §3dpAisdaviminasy

813 1-3 v Tduuzhdildnsiulaseinsideaia Common rule (2017) kagAkuzi1res SACHRP fisil

Informed consent must begin with a concise and focused presentation of the key

information that is most likely to assist a prospective subject or legally authorized representative

in understanding the reasons why one might or might not want to participate in the research. This

part of the informed consent must be organized and presented in a way that facilitates

comprehension.

For reference, “the elements of consent listed in the preamble” are:
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(1) the fact that consent is being sought for research and that participation is voluntary;

(2) the purposes of the research, the expected duration of the prospective subject’s
participation, and the procedures to be followed in the research;

(3) the reasonably foreseeable risks or discomforts to the prospective subject;

(4) the benefits to the prospective subject or to others that may reasonably be expected from
the research; and

(5) appropriate alternative procedures or courses of treatment, if any, that might be

advantageous to the prospective subject.

SACHRP recognizes that the elements of consent listed in the preamble may or may not be

sufficient to satisfy the requirement for providing key information depending on the study.

Examples of additional elements of consent or other information that might be key information

in certain studies include:

® FEssential study design elements such as randomization, the use of placebo, crossover

design, or washout requirements from current effective treatments

® How the treatment in the trial is similar to or different from the clinical care the subject

would receive if not in the trial

® Significant costs that could be incurred as a result of participation

® Compensation for injury

® How much time and/or how many research visits are required for participation

® Payments to subjects

® |mpact on the subject’s future clinical care. For example, whether use of an
experimental intervention is likely to make a standard clinical intervention ineffective or
unavailable after the study

® Potential impact on non-participants. Examples include caregivers, family members,
children, partners and the public.

® Post-trial access to the experimental intervention

srufisnduldann
Attachment C - New "Key Information" Informed Consent Requirements. SACHRP Commentary on

the New “Key Information” Informed Consent Requirements. October 17, 2018
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[[https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-c-november-13-
2018/index.html] (https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-c-
november-13-2018/index.ntmU)]
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3. LananTTenuiayanulasaivein
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.

dngfinmanluivseyunssums
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(Investigator’s brochure/Package Insert)

3. IND Safety report Whuatuilaedriilszsn
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* 9882L381N199189U

1.

s199uld WaUszasd $1ous9 (SAD) 7 iiad unislunmgiununneaians
s Inedideslml (intermal or local SAF) ivhlferanasasidedinuienna1udin
aanadins Wiimiilasinsidesenusedsesiunssunisiluaednualdnvsnielu 24
Halus ndsaninsruimnnisal dunsdralifstuidetisnionnausedin Teau
aneflu 7 Yuufiiu ndsnfifidensumnnisal

SUSAR TliAndunigluaeiiununnemans uninedoidednl (intemal or local
SUSAR/UAP) 719 141591n153 3818830 (Death) niailudunsnennaiudia (life
threatening) s1ea1unely 7 Juufiiu wdsiliuadeudsdudu (confirm) wiendsani
inisenrumanisel Tunsdifiserudowuliauysal Wassnuilauysainelu 8 fu
Uffiudaun antilisenumanisianumelu 15 fuufiu

SUSAR #iAntumeluanitun (intemal or local SUSAR/UAP) laifisfuvinliigidnsamns
Wedediansoldudunsneanaudia sieaunigly 15 Juufiu vdalliuidouds
fushu (confirm) vidondsmnditnidensiumanisal andulimenunamsfeniulnes
ofl1 SUSARs lunduiisugmaen lidinasifidesmenuiuuiidnanasduiiou vie
excipients

seeumgnsallaifisUszasdiouss (SAE) Anduneusnanitius fenaifiuaundes
seotaadas iiniilassnissenunedsesiunssunislaeiss aelu 15 Juufiu
nEanAvsIUmMnnIsal

seeumgnsalaifisUszasdilifousafatunigluaniiug (local or internal AE) T
asuneaudsedmn 1 U laglvsigaunseudusignuaiiui1imin HEC F38 4o 5
($afuagueay SAE/SUSAR/UAP flsinunisfiansainuga)

SUSAR/UAP A1eusnan1iiu 5189 1usuguiuttes CIOMS #3ouuuninsgiud uid
Jayaiieane muszeraunualulasinTIdensedaiuayunside venn 6 oy
waigesliiu 1 9 (periodic or annual safety report)
NA1ITgNUTeYanNUasndgIINANENIIUAISIITULaTeyalazAuUaensiY
(Data Safety Monitoring Board, DSMB) Tguwuunesu HEC F56

* flyuideiassenumsiasuilamadgylag sudwmaliiuanuidewieatanades uaz

s
a a

alafnmuazdesiundunsglumaideduuyed Nellnglulify 15 Sulfiundmunisiuaeunla

* Jliuidedessienudenusiinein DSMB aess vislinneluliiu 15 Sudjiundelasu

JouurianamznssuMIMiuguateyauazalaensie

WU U

wa

U

8.

o

Safety information U9 INa AA U9 198 (Investigator’s brochure/Package Insert) 14
wuuesu HEC F56
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A1ANUIN 6

Examples of Unanticipated Problem Involving Risks to Subjects or Others

faae1e JgyvnlaimmaAniiieadasiuanudessissnanainsviedou (UPIRTSO) [E1ede:
45CFR46.103.b.5, 21CFR56.108.b.1 waz 21CFR812.3.s]

damlsiadniiieidesiumnuidsionaainsiedu enasudangmsailaq fldaadedd
winanmsaumsifenaund Uszansifnuise uaznszuaunmavie defmuavesmsidedlay
nseusiAuds dellymnariifstestunudssesenanaiing vioddu (du W wihiiss andnlu
asoun$ niedduitliddruAededlagnseiunside) uazsifoatestunisunsnuesuesniside
(intervention) N¥UIUNTISE Laz/M3e Mauiunsive dsmnudes (Taufsrusienie sy
ngviane deaw o15uel gaunmds Anududiuiivesenatadns wieAnuduresteya) envlinansznuse
fvis anuvaends vise mnuusgfirvesenanasinsviderdu

wamedungseidouvessy dansunslagdninnuguatestunsideluuyud (Office for
Human Research Protection : OHRP) lfsgylFinlagimluagiiarsaniy iy “dymiilianfn” winidu
wnn3al Ussaunsal viiewadws Adunasideelud vianua:

(1) lsiandn (undvosdnuniy/s5509H ANNFULSS 3o Aud) 910 (1) NTeUIUNTITedalés
msesureliluenansiiisadesvedlasenside wu lasaimsideuasionansvernudusesil d3ums
ouifAudn wae (v) Anwazvesdszvnsiimdsinisinuer

(2) fianuAvatewmssonaiannuivitestunsidrsulunsf@nunide (eafianuisides
mnedafinnudulldedsaumaaunaionnnisel Uszaunisal vderadnsoraiiatuainnszuiunsd
Rendesfunside) ua

(3) FiAuinsAnuidevinlionaatasviedduiianudsanniuiiagld Susunse (dud
Sumsovnasnane 3ela Lasughe viodsan) niAuTieensuTesuSiney

M19E19AINLUINIYBY OHRP (A1ANWIN B)
http://www.hhs.gov/ohrp/policy/AdvEvntGuid.pdf
(1) §ATevinsAnudunginssulaefvdoyaifsafunisldonaninuasnginssuiinngvane
duq Tunguiindnw JadudeyaasiBensouiiannsassyinuneyanaldlaedideiiudoyalilueies
ARUNILMETLUUNANT (laptop computer) wazlufiswatosiunisignldeu m%mamﬁama%ﬁaﬂdngﬂ
Suimmﬂiaﬁuaqﬁ'ﬁaiwdwﬁLﬁumqmﬂﬁﬁwmﬂé’uﬁm Fadodulgmitlinefniifossenuidesnin
winn3eill (Nistulnglinadn (Fdelildmamninieuingiivemsaidnalue) () Weadestunis
drsnluns@nenide wae (p) vilvenanadasiaudssiegldSunanseny nefiudnlauaznisdany
Fafnnnsilvavesdeyaruduiiniannsidodunntundufunninensuionseiinunneu
(2) fahendvnsiunaianann vilieraaiasiidisulunsidemenddnuuunaiogudise
¥suUTinueideganhuinaildsuouifnneaenssunsaiossay 100 Yiinaeniiewannivilid
aandsdlunisifanindufivieswddodiuty windwinnmaidunaetazidenluszeginad
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wanga ldwuiheraadasldusunnevienansenuldfivlsvassusiogndle egndlsimumanisaiilie
JutlymiiliaadelunsdfiTnselulunadiionain Sedeaiinsmenudenamuenssunsaiesssy,
Bthivesantuiiiendes uaz OHRP (osnmmnisaldl (n) datulaglienndn (o) Readosiuns
salunisinunise wae (a) hldenanadinsdaudsafuunndufiazldyusunmenisemenniiy
fiensuvionseutinunnou

(3) ovanariasiiiulsauziSaladnsunsfnuidonadidnssesd 2 Fs@nunidouseiiu
wAnSuTn T mkEr s Ive syl ndnenmadasansaudnlunsidouas e undndine
3§ fnsaaounmsidenuii wanfuiidederaadasldsuiunanfuineildldunisdansesd
wnganuarlildamannsiudeuresdeldafienanuldvareeiin swwddhta HIV waglhiadusnay
3 wmnsniddedullgmildaadaidessenuiesain (n) Aindulaeliniede (o) Redosiunisd
sailumsfinuidenay (a) shlsioraadasiienudsadunntuiingldsudunsemesanisnnindieg
NINUNTORTEVTINUNBY

AIREIUNLULANTDINTIIBU UPIRTSO:
« ¢ o A Y €\ sy
winnsadnaly (feafiunenisunmd)
o paadinsisusedinuvieg (wuumuananetlils) seninanisdunivalidegnatuieadu
Uszaunsalneussudseudany
* idenvimthndunwaignyvinielununudfan
*  msazinnsinwAnuduTdinsUane tayaveinsideednteeniisenis (ieunnimis
s18m3) Wiiuginldassunsiudeyadsnany
“WANINALITUNNNITUINNE”
(unewie: Tuszuu UR m3sieny “manisalldisuszasd” wu nmsiiaanudufivassmiszseey
& “oe S ”»
W “vian 17)
o =3 2/ a o CY Yl 1 A
o paadinslulasinisiuivuianiaInIsiunthenkasldyyinvesilaneg tainsdiewmasly
anunsalgnkay winudngunsal CPR lavinau
* MHWINAAIATUNANLEY WUITIATUVAARIlinITUU ULl INANEANAIR TN TEUILNTT
W3y
l o A awv l av A = = 1% 1
o Tlusgninaaniiun1sidenudn nseuiunsidens s asdenaasulinanruinuasy (false
positive) unnifinan1salld ilasesiinsdssiaiionsadeuotsaziden waziinaAldansLiy
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AAKUIN 7
255IUTTUUNIIY : WUINUJURAYDIENIIYUNIYA

1. Un3eAestadnduaziinusssulunisirnisuazn1sdanig

v av v

iniduseainnudedndrenues lithnanuvesdunniuvesnu lisendeunuvesidu dedli
Nesinavoisyaravsawnaanuvestayatuildlunuidy fesdonswion1suarminuidonwasil
anuusssuiesiunsmnassleviilaainnside

WUINUHUR
1. dnidededinnutednddenuioilasioy
- dnidudedinnudedndlunnTunauveInIEuINNITIvY ALANISEENE 89NNV N3
Hongiinsiunsidy nsaiun1sidy saenaunsumanuidelulduselov

Y
v YV

- Unidesedliiiesigau lnenisinsdeyanaviounasiunvesteyanazainufnmiuitiun il

e

[y

WY

CY

2. 1N39uA0TonTIHBNITUEAIINUITY

CY

- Unideseaauedeyauazuiinegulnmeuazasslunsailunisiauelassnisideiieveuyu
1

Y

- f

[V

yipaaualATINTITumuauTedndlnglivenudidou
1.3 Unidededirnudusssuieaiunalszloniiilannnnside

4 1

- dnIfedednaTsdnd YA UITELNEINITL oL 9YRETIY
AR IAUINAINUDY1INTILUNTINN Imhj‘ﬁwmamwuaﬂﬁﬁumé’wd%i‘]wamu

2. inFedenszninfausnsailunisvinidemudennasiilifumisseunaduayunisideuazee
MEUNAUEIN.

Y] [y

ndedesiRnuiusnstiuaztonnainITendinetemndisyensusiuiugfiaiiaivinay
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a wva

KUINUHUA
2.1 dnidereanseninfuiusnsdllun1sinide
- dnifesesinuiteuly uarngunaeiveadvemuegasden seunsy LieUesiumiy
UALGINLANTUN1ETAS
- indesesUfURnutouly selvunaznginael audennadoaAsuNI

a o

2.2 UnI8R099eIa1vNaIulve
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v av v v a

nMdedesiumanuianuansawazaiiunsviedde iwelilaunwaauiden
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2.3 "nIagfaslmnusuRavaulun1svinidey
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groslmnuiuiavey Lilaranulaglilvianagunls wavdsumuivuaia lu
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- infesesdianuiuiaveulumsinvisigaiumsideatuanysal ielinaduinainnis
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v = o

3. in3edesiinugiuauilua1vdvnisninide
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WU UR
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lgdnuideniiaaunin
3.2 dn3dudosinwunsgukarAn I mYewAdeluavIvnisiug welesiu anudeniuse
WANMTIVINT

4. ¥n3dedesidinnuiuinvaunadeianedde hidnasdudadidiavss liilidin

N399I RUNITAYAIUTBUABUIZIUATEII WALNERTIlUNISYINIT8M N899 UAY @77
iy Aaudnuessy ninens wasdainden TRnddnuasiivdisnunaveusng Aauinusssunineinsuay
A Ina0Y

WU UR

4.1 nsldruriednifiufiednmeans fewilunsafilifiniadensuwinu

4.2 Yn3dedesidunisiselaefdnddndiavldneanudemesenu a7t Ay AaUTausssy
n$nensuardannden 1.3 dnidedesiianuiviaveudenafiiauinuies nguiegieiildly
AMsAnYILaZ &AL
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=8 =

tnidesedlidddmaselevinadvnisauasiaesasvinnnunnsnludnasve o unyyd
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5.2 UnideseslfiRdenyuduasdaildlunisveassieanuunni luddadsusinalssleving
FMTUAnANNEsIeNananaliinauTALE
5.3 tindesesualndesdnsussloviiazShwvanuduveingumedremldlunisnaaes
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v av Y
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9. UnFeNeANUTURAYDUADHIANNTEAY
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yosmuionuiImiainms Weeanasyvesanitu wavUsgloviguriodnm

9.2 WnideesuRnveulunisadassinanuivnisiiennusyvesdaay Tlinisideidadu
NVILNY AUATULSEURELaYARSTINAUAYRIUTE VIV
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11.
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LBNE15919D4

d1NNUANENITUMTITOUINR UleuiewisAkasiuInsu]inisideluuyed we. 2558.

Declaration of Helsinki. Ethical Principles for Medical Research Involving Human Subjects. 64th
WMA General Assembly, Fortaleza, Brazil, October 2013.

International Ethical Guidelines for Health-related Research Involving Humans. Fourth Edition.

Geneva. Council for International Organizations of Medical Sciences (CIOMS); 2016.

Declaration of Helsinki. Ethical Principles for Medical Research Involving Human Subjects. 64th
WMA General Assembly, Fortaleza, Brazil, October 2013.

Examples of Unanticipated Problem Involving Risks to Subjects or Others (UPIRTSO), version
5.28.09 [cited 2021 Mar 24]. Available from: https://www.rochester.edu

ICH HARMONISED GUIDELINE INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR GOOD
CLINICAL PRACTICE E6(R2) Current Step 4 version, dated 9 November 2016.

45 CFR 46 (US Code of Federal Regulations. Title 45 Public Welfare Department of Health and

Human Services Part 46 Protection of Human Subjects) 2018 requirement.

AUNUANZNITUNITITURAIVIA N58NTAINEIA1Eas aluladiasdwInaon. wuIn1aufua
ATTYIVTTUTUNINY ANVIYUNIYR WA, 2541,

WWINNNIANTUNTEMTUAENTTUNMTANUAT YT TTUEIIIN INUMIUANTANINSAN W TTENI9TUIY
Aans asRn1seusielan 1ailan a.A. 2000.

usuasesssuNTIdglunululsealng. wuIn1easesssunisvindasluaululssmelng w.a. 2550.
5907 AUnaud, wsaw dlvadies, a8 widvna ussansnis.

Y5u33u555uN I luaululsemalng wwamaljuinisnenumansallifislssasd a1nns
Usgyuduuu “Guidance for Adverse Event Report from “Achieving Guidance in Clinical Trial
Safety Information among Stakeholder”. Forum for Ethical Review Committee in Thailand
(FERCIT) June 2011.”
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https://www.google.com/search?q=https%3A%2F%2Fwww.rochester.edu

n15738 (Research)

wnunefiansdvatueg1aluseuu (systematic investigation) SaH9NNTIFBLHBWAMUN N15NAEDU

a o

AR waznsUsEIY Neenwuuiiielilnesdnuiluinlelavinly (generalizable knowledge)

ﬂ’lﬁﬁ'ﬂlﬁ&l’sﬁl‘uuu‘lﬁ&j (Research involving human)

U A vaw

MFITeNIe (n) udeyansedegadininlaedintervention wselufdunus duyana uaz

Y
=

Undaya/megetinnluldfnuinsedt ve (@) iusiusiudeya 19 Anw ieasiseyatniansdiu
UARA 1130508 NTINMANVITFIUAAR
n15398n19AaLn (Clinical Trial/Study)

fenums ICH GCP: msAnwidslusyudlaefiinguszasdiiio (1) AumvSodudiuna nsnadn
NAYILNFIINET WAZ/NIONANNFINAFTENT (pharmacodynamic) vounAnSnt Tdlun53Ide way/
%39 (2) wammiaﬁmwwi YA Way/13e (3) Lwaﬁﬂmmmmu N13 NI2Y WULNUDATY WaznIs
Fugheeitetudunnudaende was/miedsvavsuaveseniiu

fe1um1d US FDA: MINAauan i st iugidnsiunsITenudanmunued oe. 138 119UHUIL
Uwanisnaasluveanudv/Aungideuny 8e. A1 research, clinical research, clinical study, study,
and clinical investigation fANunNNBAA1EAY

N1599839NAaae (Clinical Trial)

feunalunny 45 CFR 46: M3ANyIT8893ngid139un1 5398175V interventions ag1atiaemila
9819 ({nguAIuAw) WUsslunauad interventions ABNAANSNITINITUNNEVSOHAGNEN NG ANTTUT

[y

Lﬁmﬂuammw

v

Q’L‘U’ﬁ"mmﬁﬁ'ﬂ/ 918183iAs (Research participant/ human subject)

uARafI3de (n) inudeyansedieg1sdininlaedl intervention 3aflufduiusiv uana uazi
Toya/freg1sTanmlulidnw Tinsedt vie () iusiusudeya 19 Anw wieadadeyatansdau
UARA 1130508 NTINMANUITFIUAAR
- Intervention ¥aNg3IUNIITNIINNNEAMTANTURBLAUTIVTINTBYANT BF10819T30 N (19U gn
\HonNvaaAFenduYY) Larn1sInLEnNTINMTITevise Awinden edngusvasinisidy
- MsUFAuRUsIINgTINTINSFeaNT MTeNsAnfoTenINlnITeLas 15NNy

- JayariansduyAna nunesINidayarasiunginssuiuanananiiuwmanaitagliiinig
dune Juiinuagteyavniansiyanalilunieldingussasdanislaeniviiaglignilamedeansisue
(9 nvszilyw)
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1A54n157398 (protocol)

o lonansdesryinguszasd MInsguuuumsidesadouiside madun meadifuas
msuimsmsidelaglassmsidesinssyanunduinuasianavesnsidoud enadaliluenansdu q 7
1591533881909

lasan1siseidutenarsudnlu “dolaualansanisive (research proposal)” “lAsan1539%
(research project)” 3o “Wdolazlasesaingrdnus” vesinfnwrdudindnu

1A59N153786 990919 aLAZ S 1UALLD UALN BINDT ANENISUNITRN NBENS ausaUseLuledn
NanN1ITga1unsanauAnIeleeg1Tene wazn1saniunmHTeduly ag1eiasusssy

- The ethical justification for undertaking health-related research involving humans
is its scientific and social value (CIOMS Guideline 1)

- Risks to subjects are minimized:(i) By using procedures that are consistent with
sound research design and that do not unnecessarily expose subjects to risk, and
(i) Whenever appropriate, by using procedures already being performed on the
subjects for diagnostic or treatment purposes (45 CFR 46).

dauudluuinlaseniside (protocol amendment)

nunede nsasunlanaznisesSuiegazideamuines1ndun1inisvedasinisidelae
nszvinduanednualonus

N135n¥1AUAY (Confidentiality)

ynefaeusuineun sl esIIILAEngnsvesinITeuazanTuiazunosdoyadiuynna
YUk TITY 31nn5ende 19 Wawe uily Teglilasueunn au w.s.u.Auasesdeyaduynng
. 2562 wazdormusliivegisiunsasndoanmgnisal ivilideme wiegaudedeya fidedes
wansisnissnwiauauliluenansteyadmiugidnsiuniside

winn1sallaieUszasrutindrause (Serious Adverse Events, SAE) %sa @mn1sluieUszasdainen
4¥Tn518u59 (Serious Adverse Drug Reaction, Serious ADR)
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e mmsaimansunmdsulifisszasdiiAndumsliovuielag Mdunals Rewmasal
Tawnn1salniamutneansdl
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W5IUNTINLETIN (death)
NANUTINELINTINNNTITY (life-threatening)
- Whsunsshwilulseneuiansedsdeglsane1uiauIudu (requires inpatient hospitalization

2D e

or prolongation of existing hospitalization)

- QNI TITeaniduanssan1ned 19019513008 19dnAYy (results in persistent or significant
disability/incapacity)

- yasanluassdve|ldnsiumsiduiianiuiiny/auiaunilagiiile (is a congenital
anomaly/birth defect)

- mpnsaldeilallafinsunsnuesinuonsiliAamenisallude 1- 5

wian1sallaiauszasanliaiafn (Unexpected Adverse Events)

wnefs omslifislszasdddnvasrsennnuunsslidulynudoyaninduei Vet (9u
ToyaluenansalenIdedmiundndunnldlunsideddiliougynlvniu neileunseenansiive/
unasUloyanandueinTunzidound)
winnsallaiauszasalugaaidu (Internal Adverse Events)

Maede e sumguliisUssasdnifaiugtheviodidnsiunsidelu lasansiden
sllunsvespazivaunmeans univetaodednd i mmnsalduesiiedu a daauilainig

wian1sallaieuszasAuanaaitu (External Adverse Events)
= L3 LY =1 s a v Y = ¥ Y 1 a v v A &
mneie mgnsainensunmgsuliiaseasinindugUlensegidnsiunisidely andudu ns
ludsewenazsinelssine
nsliufufnudaniuua (Noncompliance)

e n1snsevinlag 7ldiduliauseifoudetedulseniAuesnmusiununnerans
WnIneaeedlnil v3ouuiufuRnaTesssunIsITeuIuIIA (W ICH GCP, Declaration of Helsinki,
JovsRuwnmeant [Wudu)

nskivuRmudemmunauinnansenudedns anuvasndy YaElinsInMITe ageeus
w3oAnundadevesdoya a1y serious noncompliance ANIIUNIT WITNYENG 019358 3UN1T
WiurautInsIuNIEITeazuily viseradinaeunssuseiilill egeas

nst0eauulUaInlAsIN1sIve (Protocol Deviation/Violation)

mnehs Msnseihilinsaiunsnglulasinsidemiiuniseud@nneuenssunis, lWudilae
LituveoydRunluiiudiy
1) Mmadesuuann Msnseyiiinadedng mnulaendeveiinsaunisidy AudIyeieves

Toya uay/vsenuusasdlinTinideveadidnsiums e

2) madeauutdey nsnseviilildeanedns anudasndevediinsiunis 338 anuunlede
Y9IUBYA har/MToANNUTEAIANTINITBVRNE UM NI

wva o
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n1snseifdeavuerninandnide Wy dewmsianaiesduinisaidining muualy
154M15398) ¥3eginsNTIdy (W llineudn fusudsenmue)

nskivfuinudemmunauiiionansenudedns anulasnsdy velinTIunsITe ag1edews
9w serious noncompliance AENTIUNITATINEANTT2IUNSINTEU FarTTIauNIEITeasuAlY
v3e1ALinaauN3TuTee il iog19a17s

nauselavinudau (Conflict of Interest)

s v av

e anunsaintnidedinalsylevidindy unaulinasenisdnduls vsen1sufuandanlu
lasansidensuRnvevey malsleyions Wumanistu (Wu iuluuseniatuanyuniside) wielily
V9NISRY AIMBY “AuTALEs iuralsylestl” “nauselevidands” e “nstniulrinaysslevi”

N151aan (Deception)

nuefie Nsuaen 1U13IUN1TITelAeLanu (actively deceiving participants) 1w n13ldau
Uaeundufihe videriuuins WleAnwimgAnssuvesiliing
n1sUatsdaya (Withholding Information)

vneis Mstatedeyaunsdiuveslasimsiseiivennadedidnsauniside ielildniugn
ADILUUENI9IYINIT (scientific validity)
mqmsaﬁ‘ﬁ‘l&imﬂﬁﬂ (Unanticipated Problems)

yanefls wgn1sal Ustaunisal vienadng Aduinasiiomndatelud

(n) laimadnluuivesdnyay AnuguLTs vieaud mufiszyluenaislasanside Lenasve
ABuLRN wardnuwazsEINTiAnY)

(¥) FuWuS wInUAEdUINUS (related or possibly related) AUE34E

(A) FuvmnsaionvdsmaronuidesiiiuniiinnAnuneu

wan1aflifsUsaediiliiniaAn (Unexpected Adverse Event)
e wmnsaiflsiensiunsemeadnunieu suifunainain:
(1) ngUIuM3 vievinans uasUfduiusildluniside
(2) maftumurdeyaduiitvsdiyanaldlulasamside
(3) 15n AR e zduthevesidrsiunsidefiduey
(4) n3dipuq AlsiiAentun1side velsa viomwilaund visannyvesiitrsiunsideniduey

wansalluisUszasriausanlinnfauasasdadnazlinnunertasdunusiunbndugiide (@)
(Suspected Unexpected Serious Adverse Reaction; SUSARs)

v Ay o

manede manisadlidisUszasaniense uareaduiusivevizondnduyifeiatuayunisidy
Usziliudndumsnisalitlidainde
s a Q‘
ARIENTTUNTNVINGENT
e AnlgnsIUNSITindansadafnnuaUosiundunsnevegnide augviununvemans
111131878813 8319l (Human Experimentation Committee) WAsAlAEAUNUAAUSTURLNNEANEAS
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