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(Structure and Authority of the MU-DT/PY-IRB)

unfi 1
Iﬂiﬂﬁ%ﬂﬂﬂmgﬂiiuﬂqiﬂ%ﬂﬁiiuﬂ
(Structure of the MU-DT/PY-IRB)

1. JHSUNUAINIANLNTIUNITITETTIN (Authorized the MU-DT/PY-IRB)
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2. 29AUSENOUVBIAMENTINNISIIESISUT (Composition of the MU-DT/PY-IRB)
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WnaAEns (Scientific Member)
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4) fnTIUNIRENteE 2 Ussam Ao nssunsvan (Board Member) nssun1sidsu (Alternate Member)
3. ANANUAYDIAMLNTIUNTAILEIIN (Qualification of the MU-DT/PY-IRB)
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Training)
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(The MU-DT/PY-IRB’s Relationship with Others Institutions)
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(Authority of the MU-DT/PY-IRB)
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(Confidentiality Protection)
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(Conflict of Interest Management)
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(The MU-DT/PY-IRB’s Executive Committee)
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(MU-DT/PY-IRB Staff)
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Report) WagsIUsIeNasianatiausiavynsiileussaiinnssysea
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(Protocol Consideration Processes)
unil 1
NANTYFITU NYNUNY uazusznIAuMIneay

fanznssunisasesssua Tnduuuamisunissiiueu
(Ethical Principles for the Operation of the MU-DT/PY-IRB)

Wialinmsaniunsideliunsgivaina Fadufisauiuresunue1seussing AMzNTIUNITIEEIINY

loo19dananasusssunsIseluau saselUilfe

1.
2.

Nuremberg Code. 1947.

World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research
Involving Human Subjects. 2013. (http://www.wma.net/en/30publications/10policies/b3/)

The Belmont Report. 1974.

The International Conference on Harmonization (ICH), Guidance for Industries in Good Clinical
Practice (GCP). 2002.

International Ethical Guidelines for Biomedical Research Involving Human Subjects: The Council
for International Research Involving Human Subjects: The Council for International Organization
of Medical Sciences (CIOMS) in the Collaboration with World Health Organization. 2002.
International Ethical Guidelines on Epidemiological Studies: The Council for International
Organization of Medical Sciences (CIOMS) in the Collaboration with World Health Organization.
2009.
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3) NIEIUYAGUANUNINF WA, 2550
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7) Uszananguangaayl

& aa

8) UseN1ANTENINESITUAT 1389 nannauel 38015 wasReululunisude vietdesostiownnd 7
Tasunseniumunns 27 (5) (6) way (7) wisnsesuvgajAnsostlownng w.e. 2551

9) Us¥NMANTENTINATITUGY 1309 NGuAToHauNNEvTaIAsasllounmENENanvS ot Aoanuds

W.A. 2563

SOP MU-DT/PY-IRB Version 4: 30/5/2022 17/96



NUIAN 2

10)UsEMANSENTNaNsIagY o9 nguiaiesilaunndvideiaiesilounmdiguanieguniioauds
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11)UsEMANSENSIENsIsaAY 130 nguiiasilounndvideinseailoundignansediddolds
BUYIN N.A. 2563
8. ToUsAuUNManIIWIENITINYIATETITUUATIVITNIYNTTU W.A. 2549 A 9 N1TANYIITBUALANT
naaedluuyue
9. ToUIAUTUALNVEANTTINIETTOTUTIULIIVITNUANTIU W.A. 2538 11190 6 N1sVnadluuyyd
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(Scope of Authority Defined and Type of Research)
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2. TASIN15398NA0 L9 LAAMLNTTUNITILSITUA SUNTIUNITAMIUNITIE
2.1 Tasansnaiiunistus1slsemeand Local IRB

YnAnwimseumainsnagaiunisiselun1slsemanazUseimaiull Local IRB valu

3

o

Wantlasain1s3dedasin “ludrdesvelvusudiuialunisidugualasinisideluauun
AMENTINNITI3E5TTUNTITeluAuresUsEnadL” niauuuuLena1sn155UT8e (COA) 383 Local
IRB FaUs¥51UAMENTTUNITIE55TUY Aoudnidun1sidefioliusesnunmznssun1sasesssu
SunsuskartaudunslunisiiduguantTidsluauiunamenssunsasesssumTeluauves
sty 9 Qua

2.2 Tasamsgesnsldlasanisiiiiunisiusesvasenansdiivinmm

TnsansvestinAnwdiduiunisnelureuwnvedlasinisiforesenansdivsnudesin
M33UTEINANYATIINIISEsTIN warlfinudsaiininntulitminlasinside (191560
U3nw) davhienansveusurdsulasamsive (gaeazBendiudaluund 3 vaned 3)
3. 1a59n15798U52LAN Case report

3.1 n3diJu Retrospective Chart Review 1 case Wiihdufinudad3dednldidrunesossunissusesain
AMIZNTTUNTIILTIIN

3.2 N3t Case Report 2 cases Fulu TiRasanuuy Expedited Review

33 N3l Single Case Study usvhegell Control waxdl Intervention (fn1siSeuifisusywineaesisd

A = o Ao & o a a o .. A a =
ANAUYANLIU llﬂ']ﬁ']ﬁn/]sﬂ@LQULLagLUumqmiiq‘U) LLAEATLUUNTITIVYLLUU InlelduaLly NUAIMUALLBYR

WAEUVINAUNSALEUN15Y04 Single Case Study Research Tfiasauluy Full Board Review
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uni 3
N158UIUSEANYRILASINISIAY
(Categorization of Protocol)

[

Tassnsiseuvmnunrudsmedasimsisoudsliidu 3 Ussanded

1. Tasansifeusunndildsunseniiunisiansansuses (Exemption Review Protocol)

2. 1asaIn9398Usziniseniu (Expedited Review Protocol)

3. TasamATeussimiansanuwuuasusausey (Full Board Review Protocol)
TunsudsUssamvasiassmsdselinsfansandsil

1. Tasen1533eUszniiléuniseniunisfiiansaniuses (Exemption Review Protocol) o

Tassnsaveiilifinanudss (No Risk) lneilulasinisideluaunlisasujuflugasdsseluil

v vy
(% o (%

o lLidndudemennuburennngidinsinide ialiuiugaefiiaveide

o lusndudesiinisfinaiulasenisivedl Min15U5ulAT9n19398 (Protocol Amendment) wagnis

[

Aosnumsnisallifiaussasd Wesanidulasinsidenienudessiiun

v
=1

Tassnsfildsuniseniiumsiansaniusesdi 5 Ussan aall
1) 1A59n19398M19N15ANY
1.1 Tassnisiseiifeatunszuaunis nmsdeunisaoulnelddsildlunisdouniuund (Normal
Eeducational Practice and Setting) léiin
- MSUSUITNSBBuNSaaU NSUSEUBUIsNSIUAUISAsInd nsiUSeuisuuszansnw
TumsUTuMsiBeunsaoumMEIBNISHN o NIeLUSEUTBUTENINVANENS

DS nsnveusulaevlluazipeiinanldunan

v

- pfunsiutussuUns

v A&

1.2 lasen1339eduisnisusediunanisiieunisaounuunie (Educational Test) Inedayaiiiv

& ! dll = v v av & ° ) 3
uulelﬁruJ"liﬂLsﬁallIUQaﬂNLGU"li’JM'Jf\]EJLTJUTWEJUqﬂﬂaLLag‘V]qﬂqiiqﬁJ\?quwaLUusuaHaiﬂﬁJﬂq‘Wi?lILUU

Y

MMTITENlEIsN1TINANISANENII5N1TA199 WU Cognitive, Aptitude, Diagnostic, Achievement

Test

1]
[

lasan1539eminanstredudaslaidulasinisiveiidanweaizaanaluil

@ aa (B o 1 = v 1
Juisnslmdanandalidineinisldunneu

'
a wvaa

v a g.Jl a a [ Y 1 [
uﬂLiilusLu‘UULitl‘HLﬂﬁJ’Jﬂu1®5UﬂﬁiUz;]U¢WlLL@]ﬂ(ﬂNﬂu

Yy Yo

- Insuntadeyauvdiuldudsligidnssidensu

Y

- finseanMAINIENINNINUNR sene S NluUNR
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(%

2) Tasans3duiiaidunislnedsnisdrsia dunival niedunangdnssunieluyuyy (Survey,
Interview or Observation of Public Behaviors) Ing33n1siAudeyatiuldaiuisadonlesis

Ainsinddeiduneunna wazsenunadudeyalaeningiy

v o Ay doa o

lnsan153semananstraudaslaidulasinisivenidansaieaanaluil

'
1 v

- Hdefanuideansynuniedsla Wusesdwsminesulm aumsunla saluSesisennay

1
(=

ayafiiesnsAnyfgItesiunIsnseininngvung mnauduialnagidnsiuideenagn

(%

gnuTu gnilesdesaiiuafinunguing

d&

- doyaidesnsAnviieadestunindendetedos maidenausslov msgnidndis way
nadedvEuisess s senusoan U MIMINIEY

3) lasamsiseilddeyadsdinsranimens dsdmsramarosufoinng m/nszgniildfunsuinaile
nsfnw flunFenuudaesity Inedeyawaiidudeyafignoufinlnediteludnuasiliansossy
Frvedlddurdulasldasa (Unidentifiable Data) n3esinnisavdeyadiuynnanenudn
(Anonymized Data)*

1) meAdelaelitoyaniond Sedeyaihiuldiuliannsduduinurendwosdoyald Tasdinisau
foyaiivsdsnulfoonvidaliunisvhaia Ffideaslianmnsnddsvarivndolostoyadmyanald

5) TassmaAdeiiRedeatiunsussdiunuamuaysanivesoins/ sanfas nssonsusazanuiimela
v895uTlAA (Taste and Food Evaluation and Acceptance Study) Tnefiermsiudedddiidaiovy

= a a A a U oav & W
UBDALKAUBINNTIINYIR LLaga’WﬂTV]f\]%UiIﬂﬂﬂJa'ﬁa']V']ﬁﬁgﬁUWhJL‘Uuaumﬁqﬁl

* mahteyaimdvluguuvuainaritduassdesdnlsdeaynnanglewiaiuinyiteya/aiemnsaa
** 979999 John Hopkins Medicine Office of Human Subjects Research - Institutional Review Board

*xx [n3an15398Uszam Systematic review Aasasnsdeuii PROSPERO-University of York
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[

2. 1a5an5398UsEInnsenu (Expedited Review Protocol) Wulasensidefiiainundeetios (Minimal
Risk) #1uil811v99 Food and Drug Administration: (FDA) kag Department of Health and Human
Service: (DHHS) vesanigeiini fie n5ideiilineliiindunsgseditisuddeunlunitanuibes

Funs18luTiInUsEanTu v5eANUEsdluN1ITATIATINIY NNTASIANNIAIY NIBA1TATIANDNITTNEN

@

auund eedulasansidenidnvaessaluil

=l

1) mssuiideniudennngidnsuidds ssilalaenisaizUatein wizdurivseny Tunsaindu

v a A

LANYINTN UI9NITHINEIINVADALEDAMT USUIUEDALAZIIUIUASINLANE AT A

o nydizidonangidnsaddenduding Tavnmudwse uasdlvanidiages umidndalisn

I a

A91 50 Alansy Usunandeniiianzdosbiiiu 550 Hadans n1eluszezian 8 dUay wagns

v
[

Wzldenazfaskivasnindunviay 2 ASe*

v
aNa vy oy i o o o Y

Ao & v s ' a ) = = «:4' v
® ﬂﬁmmNLsﬂqiﬁmﬁﬁ]ULUuaLUqﬁ V'ﬁaiﬂmmmﬂu’]WUﬂ@'ﬂuaUﬂaq 50 ﬂIaﬂill UJIUULADANLANZALH DI

U )

v
a ' ° LY

laivAu 50 Naddns visekliu 3 TadansAeunundl 1 Alansy neluszezian 8 dUaY way

A5LELAenITAadlluasnNINd@UAYaY 2 ASI

2) mAtuiuiegednga feunumeme salivihliannisuindudegitisindde Taun

& o ' & o Aal Yo § v a a
o msifiufegany waziau laenisaanilavinliAnnisiingy
o MaNUUIULTINEAEWUETINRVE T T UADINOUNENITI NYINULIATFIUNTIUANTTY 39
o ) v =< o o
INTUADINTIUDIRINUYD LNV I
< val o < ¥ ~ (% C% = o [ £ = o
o MSNUHUWNNINTUABWBUNDNNTTNYINUNINTFIUNITUANTTY BadTureansiunsinu
RN ERRRS D]
o MSINUARANAIlABSIINYR LU 1Wle Wane waune 1Dudu
o MsiAUINUEIRAEARINUNR
o msiviiaslusyrInensaaeaUn
® MsiukNuATIUAUN3E (Supra and Sub Gingival Dental Plaque) w3a#utinate (Calculus)
NNTTNEINNUNG
< = = ~ v v = v
o nsiulalanlagn1syaiun q Anseieuny wsediudn

3)  msideinudeyalagldnIasdieldvitliiinnisuialude fid3auide Tnglidesddervvie

enaauiinfnlumnga uanduiinmsildlunsesafiensdnumuuassiu Tnsedesdodudu
wieslefildzunisiusesinfuaieafionisnisunng wazfismurenuieanain (Approve for
Marketing) il (onidumiasdlonineadoety X-ray Uag Microwave)

o Raslefltnsaindiiomils vioegvinsninsrsmevesiinnide

o nsnsiainanulalun1sduda (Sensory Acuity)

* Google; FDA Information Sheet
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o nsnTIEARULl AR (Magnetic Resonance Imaging: MRI)

e n1sasaalaedddeluiie Electrocardiography, Echocardiography, Doppler Blood Flow,
Ultrasound, Diagnostic Infrared Imaging, Electroencephalography, Electroretinography,
Detection of Naturally Occurring Radioactivity n15a539aussan ns1enielaevialy 1y
Muscular Strength Testing, Body Composition Assessment, Flexibility Testing Fivinzauiu

91y Wwiln uazguamlaeluveidisanide

4)  mMATeMAUTayANTIBNUR 9 YEeN13ATINRENEAMTIINARINLITUNSAULIeNI0TIR

Sneenuund Tldiiianisive

5  msdnndeyanieglintiannmstuiindewitenmilvisendeinle

6) Wunssusewaiiasdniulasinisulasunissusasedn Town

[ ] '

o lasansnUnsuditnsidesieluuazlid Intervention a9 Auditnsinideusnainnshnau

Y Y

e

U o ] a v

o lassmsndaldlasugiinsnidevsedssugiinsiniduliasunumvuauaylifinnudesaiiniu
o msiuliunideeglutuiiaseiveya

@

3. 1A59n15998UsEANHITUIUUUATUBIAUSEYM (Full board review protocol) lasan153defiiaay
deeunnI1AuLdesas (Greater than Minimal Risk) fis {Wulasenisilddneglulszianainuibes

teudulasenisidianududou nIensevirdudseudesninuaiuisalunisinduladionuies

(Vulnerable Subject) FudusesondeanuAniiuainnssunisidussinne
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uni 4
N155ULBNE5LATINISIY
(Receiving of Protocol Submission)

A ya v oy

1. dayauaziand1sigidedesdndelianiznssun153585355u7 (Information and Document
Submitted to MU-DT/PY-IRB) fiffsil
1) wuuduiniddelasanside (Form1) kasndngiunisinseasssuillon (Form 2) w3anangiung
YBoYATIERENIUASTIULLEY (Form 3) senang unishidiseasssuliuy (Form 4) uwagiuy
wuuUsEINlATINSNeUsEANENLIUNISHA151 Exemption (Form 5) suatu 1 90
2) wuuEuelasIM s3I (Submission Form) (Form 6) fuatu 1 4a dwn 3 9 nieulnddidnysednd

s

3) 1A53a319398 (Protocol/Proposal) siuatu 1 4n dun 3 yn nieulnddidnnsednd

4) 1eNA13TRILW1TINITY (Volunteer Information Sheet) (Form 8) #301Na13TUIILLITINTAY
AdsaulassnislaenaukuugeunIy (Form 11) Sruau 20 ¥a wisulnddidinnseiind

5) LenansuandanunBusendmiugions (Assent Form) engsaud 7 3 - laiiAu 12 U (Form 7) vdo
wnansuananuBugaudhsiunidelagldsunisuennaiuaziiiula (Informed Consent Form)
dmsufunasosuasfioniony 13 93ulu-liiu 12 U (Form 9) wiedwidueny 18 Tduly (Form
10) §1wau 20 ya wioulwadidnvseiind

6) UseiRdiud funis aauiivhanu wazrasuaesintlasean1sive (Principal Investisator’s
Curriculum Vitae) 37U3u 4 Y9

7) wiladeFuseInNIIAEUNITIIEN18MRIINIATUNITTUTEIINAMENTIUNITITEETTUY (Form 12)
Auatu 1 ya dun 3 ¥

8) sesleldlunisifiuteya Wy wuvasunu uwvnansdunvalniedang S1uau 4 ga wieulnd
Siannsedind

9) wuuduiindeyafiazlélunnsids (Case report form or Case record form) $1uau 4 ym n3oululd
Siannsedind

10) wenansniededu q Aldlunisuszrduiuslasinisise (§13) (Subjects Advertisement and
Recruitment Procedures) §113u 4 9

11) lonansduizueulviEiingnide (szyvie) (Eriledrsas 4 ya) wieuliddidnnsetind

12) $S1/dnuntiuiinnisvesyynld Stored Specimen 9ngiigrunaeysiElile (nsdfiviniseandsds
nsrvdelileide) dwun 4 4

1 o

13) sv/dmisdenisveeyginiuteyavselifoyarinsideaindiduaeud@ duw 4 ga
14) w/duuniisdevesygaveldaniunviin1ideangileuneusi@ duwn 4 yn
15) 5719/d11U1ena@1s Material Transfer Agreement (MTA) %138 $19/d11U119nN@15 Data Sharing

Agreement (DSA) &1 4 ¥
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U1

16) nsdifAsedutnAnuliuuuenasrsluiifisda duunedises 4 n
16.1 wwnanstudunisiunsaeudesiulasisaide
162 UsgiRdius anuiivhay uasnanuvete1anssiuinengn
163 1@NEIHIUNTOUTHATEETTUNTITEUAL/ LeNanTHIUN ST UNANEATITTTIUNITIRY
17) druenansiusedlaseniside duunedias 4 4n
171 nsdhfiu Multicenter Study AleunsusesNANENTINNSITEsTsUMTITe lUALU B LA
172 nsdfulasinsgesvedtasainsng fildTunissusesnanenssunIsua

18) nsaiNsIdBEIMNeAaln (drug trial) diunegeay 4 Y

a

Toyaneiuen

- nsdifitungifound Wamaousilasamuenssunisemisuazen NIens9a15150EY 930
LoNasiAuYT

- nsdifgsldliTunsifou Idnenarsiionduionside(uea.1) wazaiiad3ds (nvestigator
Brochure)

19) nsaimsdedadldinsadiounnd dunet1vas 4 4n

% a

%agammﬁ’um‘%aaﬁauwmé

- nsdifiunzidounds Wdaenansiiurdosiiounme

- nedfgslaifuneion Tudsdulsznou, dnwaglanig (specifications)

- udvuuuenansuaninuUasnderaunsesiownns 1wy HANIINAADUANNINVNINBIUHTANS
NTLUIUNITNAR STUUAMAINAITHER

@

_ Snwazvenaiosdiownnsd (Fuamdsznau)
- doyansusziiiurudssveardoslounmelasaivayuniide @i
- lenasdu o fAedes @)
- WUV BN.1
20) nsdin1sAdedeldomns/mandueiiaiuens dlunegiae 4 90
MmNl I/NARAuLETUD1MNS
- nsdifiunzidounds Wrduawnefou ov.
- nsdingslaitunsidon mnazdenindranisssmne Iiduuy 0.12
2. MINTIREULAZUUNINNIT5ULENENS (Document Checking and Protocol Registration)
delgsuenansiasinsised it finsisdeunnuasuduvesenasiudesduiionnuasudy
YDUBNATIATINIG
1) nIaleNasATURI/ QnABs WhiissriunsamedousuenansliswalasinistuiinseasiSen

lugnudeyansidoulasiniside 3a5e0919158015UsEYUANEBYNTIUNITUTING wagTuidnuseyy

U q
Iyyatu

=~ = % o & v a v & 1% A a an' a 1 vaw
¥l ']"\]EW]i’TULW@LW?UNWiaNVHﬂ"\ﬂL'Uum@ﬂleﬁlﬂ,ﬁN’]sULLﬁNSUaifl“aLW@JLWNIUVIUi%@@J Iﬂﬁ]ﬁ]gﬁﬂmaaflﬂﬁlmqﬂ

Y

ANy Nkl UeNE LU ULELDLATINNT
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Ya v

2) nsdlienansliasudaw/ ligndas Wmthidudunsussaiunuiadeldesiuiiniansdne e

U

] [y

e-mail udswiinvesanarsitliasuiiu/ Ligndes wazlgisodsnduntely 7 Susinnns mnsiu
fvuanazdifiunisdaenasiuludeidoiesudunslsl
3. NM15MAIRALAINTSIY (Protocol Coding)
otenanslasenisidoasuiiugndes iwehitlsiswalassns Tnessylenasnssunisasosssu

'
Y VA v =

U a.a.Uagt/ dudedn/ d1duises i MU-DT/PY-IRB 2022/DT001 &aazilusaniuddlvigideialdly
N13AAFDAUAMENTTUNITITYTITUARDATLEELIAINITAAUUALATINTITY Tneldmtnfas seysia
lasansiiulinauunveaenalsuasuntkasduuwiiussgonanslasinisidetu
o a v v Sy Yo Y & yva o
4. n1sdndaanansiasenasidelinssunisilafusneunuigliidugiarsuavdn (Document

Submission to Primary Reviewers)

% v oo = a Y 1% Y aw A 19w

WinidhidawSeuuuvaguralsaiiulaseinisideuuulynieuduionaislaseniiide iedald

M o i Y v o oo a . .

nssunsalasuseuming 2 vinu mely 1 undeiufdmunde Primary Reviewer

5. mﬁfﬂﬂ’ﬁLanﬁ’lifiauﬂ’liﬂiz?gu (Preboard Document Management)

NanslAsIN1sIved 4 ga daiiuienansauatu Sy 1 g Tuwiluusspenaislasiniside diu

]

v

dunenansdnuiu 3 ya Anlunsil
1) d@dbinssunsglasuneumnglidudiiansanvan 2 viu (2 un)

2) Tdusgneunmstiauslunuseyy 1 99
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WHUHN 1 NTEUIUNTFULENENSLATINTITY

Ya o 1

Rdvdenanslasamsideundadinnu

v

WINHNIRSI9daULeNaNS U sy
[

A 4 A 4
tananshinsudiau LenasATURY
WihiResetnddediuiinidnsdn vive - Wwihiidedudininlassnsideuagudngiu
e-mail uwisonasilinsunazelidandy N139198 A5 55U HBUNTONANFIUNITVO
el 7 Jwims DUATIEVUNLIUATTTUTHENVTONANGIUNS

ldg15easssuliontauasosnudtieide
ANETUAUNNEAEN TSR IBAMURHNETTY
AELNEYAERNS
I Y Ao & a v

- RUTNNIAN U NESIATINT IV ULk

Ardnauseniunis

A A\ 4
seInUARNgITeAnEIURLNEManITTe i
HYeAuURineIuamsndYrans Ny - amgilguiuienans
Juiindomnuiielsesiu MU-DT/PY-IRB - Inisvialasenside
wazdsduitnundadnineus - Guiintoyaluguteya
- dnseadmsznsUssgpeynssnTg

Wt AvinIsanLAuenansiasanITITeTuRy
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uni 5
Uszhulunisnansanlasenisivey

(Reviewing Consideration)

TuN15RTUNLASINITITEAULNITTUNITISEFITUY FRaRITUNLUSER U salUT

1. AnauURAgIdY (Qualification of Investigators) W15U1A1N

1)

'
] U Va L%

UsgiRdiuiinarnanuueeEide (Research’s Curriculum Vitae) Mvuadanielu 3 U Gwansindu
v v =~ ¢ = - o a av vy val o Ay aa Yo =
AiAuSLasivszaunisaliesaneNavaniunsidela wavdvinuideadineislasulineusy
ICH-GCP

nsiarsanslidiuladiudsvesfidedulnsani1s3dy (Researche’s Conflict of Interest)

AMENTIUNITITEETTNY D1annTiumsedrdlaegrmiaieiiunisiidiuladiudevesdideulunsain

v v

WIUIND1LHANTLNURDNITAIUNITIVE AT

Y Y v a1

- wabiivesrynsiidwladndsannsideliluenanstuasiiinsisive

- velifidesuiluddulddndsdulasimsideduddniunisiideyadudidsuifeuasve

Y

ANUEULaNlUNNTINSINIATINSITENU

Ya

- lunsaiinisfidulddmdenniiuniiazeensuls Anenssunmstesssus e1alisusediidy

[
LY a o g

ooty IngvinduiindadiiuuazUeRulyvivedidegiu

@

Aruddmsnlunisdnidunisid

niBusTYWRNaLYAY

2. 52,8U35998 (Research Methodology) #97150U1970

NANNITLaEMAHALUNTYINITY
Ingusvasa

AMUMLNEANYDINITOBNLUUNITIFEIUITD SELT8UITN9EDR (SIUNINITAIWIUINUIUUTEIINT
lﬂ'd U 24 dl U 1 24 o v ‘2"

Anw) wazAnenmlunsmdeasuiminuuulaglduszmnsiuiudesiian

wnaain13Aad1{id13939e (Inclusion Criteria) tnefiansaningidnsinidsdunguieaudon
ANuansatunsanaulasnienues (Vulnerable Subject) iald

\NiN13AReBNKLUN3ITTY (Exclusion Criteria)

wigrakazasnganlunsldnguUse sy

\naiN13euURid139:338 89NANLASINITIRY (Subject withdrawal criteria)
NaIiNTERlATINTIdunauivUn (Early termination study criteria)

nszuuMsiTe Bnsiudeyauasiedosdionldlunside
anuidssuazanuliiagninavisfiniainasinlyu wsnalselovifiaadngidsanide, sueu/
Haauagldsunnmaidedeannsoudlaidu 3 Ussunedl

101 Uszawdl 1 anuidesdes Ao audesilisnnnirfiintuludinsesiTuresdidnnide

(Minimal Risk)
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a v

10.2 Usziandl 2 anmdssuinniianuidssties udaninfiusslevdefitniinidelaenss
(Greater than Minimal Risk with Direct Benefit to Volunteer)
10.3 Usziamil 3 anudsannnitenuidesies uasandbifiusslevisodidrsuAdelaonss us
a1adudselovidodinuns od1usau (Greater than Minimal Risk with No Direct Benefit to
Volunteer but Likely to Yield Generalizable Knowledge)
11) UszAnSAmMUaesEULLarIaNIIMAULA kaEATIRERUNIALTUNNTITY
3. N3AUATRIQUAdId139Ade (Human Participant Protection) #13158190
1) anusanzausuauanTRLarUszaunsalvesiseselasinsideiiaue
2)  wmHaiidemgavesalinmsfnviiiduinasgiuungidnsnide evssleminasnadugvdveinis

@

)

¥330 wazdeadummmaiivnzauuazdaiou

3)  anundeulunisguaniunisunmg waznistievaenudnlauigidisuide

4) Gﬁgumauiumiﬁﬁ’wLﬁumsw@%’ﬁ'w%’amLmuLﬁ@@’uﬁws‘mﬁ%’waaauﬁaizmwﬁﬂLﬁumﬁ%’a

5 naditun1sveenisidndndneiide venislensalanidu (Emergency Use) hag/v38n15U337A
(Compassionate Use)

6)  msudannguszindounmdussdrnseunsivesiidniide welimsuanudululumsise

1Y)

lngvamnuBuganNdidnTiTeney

) TwanBeaiituusunsianandusiiianuideliuiddsuisnenduaiaiunside

8) wwazduamuuarmInTIvidadedu 1 Mdsuidedesing

9)  mauLyULATANABUAGETATe (Fu Gu msliuing was/viedses)

10) msvae/ M3snwilunsdifiindunsie/ Anafinng/ mImevesdidrinids suilesnanmad
$2un3AnwITe Msfanisiieatunisusefusasnssaweauidenis n1sinuiANEUYes

[ o

KN5I9Y

eXe

11) Twazdoavesynnaiiannsadndedoyadiuynnavesdidunide uauilulseYRuaziiedieds
NI
12) 1193M15lUMITNHIANUTU wazanulaensievesoyadiuynnavedidsnide
4. NTNAITUINTLUIUNITVOANBULRITIIUNTIY (Informed Consent Process) 15041910
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o LuInsasesssuluauuissI@lneg — FERCIT (Forum for Ethical Review Committees in Thailand,
FERCIT).

® L9 Ynyladuinng m;]mJ’lEJLL@%%@Q’J??%%‘UENQjﬂixﬂ@‘uaﬁm%‘wLL@%‘WEJ’]‘U’]&.

® The International Conference on Harmonization (ICH), Guidance for Industries in Good Clinical
Practice (GCP). 2002.

® The Operational Guidelines for Ethics Committee That Review Biomedical Research, WHO 2000.

® |nternational Ethical Guidelines for Biomedical Research Involving Human Subjects: The Council
for International Research Involving Human Subjects: The Council for International Organization
of Medical Sciences (CIOMS) in the Collaboration with World Health Organization. 2002.

® |nternational Ethical Guidelines on Epidemiological Studies: The Council for International
Organization of Medical Sciences (CIOMS) in the Collaboration with World Health Organization.
20009.

® \World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research
Involving Human Subjects. 2013. (http://www.wma.net/en/30publications/10policies/b3/)

® J5aliun15u193U (Standard Operation Procedures) AlgnNIIuNISNaNNINTUI3555UNTITe LY

AU Central Research Ethics Committee (CREC) version 1.0 date 25 1ns1Au 2556.
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