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159157398 ECMSU02-08 | huuusziiulaggnuniu

09/1.0 | mssariufiansanlassnsisy | ECMSU01-09 | tnausiusziiiun1snuniulasenisie
Laz A1SNAITULUULIISA LUUENLIURNTANTEE T

ECMSU02-09 WUUSIEUNISNUNIURUUEALIU

ECMSU03-09 | tananssusatiuuantiun1edngy

ECMSUO04-09 | 18nNas5us89nsenIUnNasad
3usTIUMTIIBIUAUY

ECMSU05-09 | snausin1snuniulasenIsisewkuy
L5959

ECMSUO06-09 | BWUUSIEUAITNUNIULUULIISA

ECMSUO7-09 | t@nans5usaduuuLsainn1weensy

ECMSUO08-09 | t9n@ns5use9n1sna1sedIasesssy
LUULSISH

10/1.0 miﬂﬁmmﬂmamﬁﬁaﬂ%ﬂmﬂ ECMSUOQ1-10 | Submission Form for Ethical

Review : Exemption review

ECMSU02-10 | Submission Form for Ethical

Review : Expedited review

ECMSU03- | Tiwaziduauazsinetedoyadimiu
06-10 AUE1IRNTINlATINTIdY

ECMSUO7- | Ao 1aiiaa@nuandmnugugaung
12-10 wrslulaseniside

ECMSU13-10 ANUIYUIINANITAANTEUN

ECMSU14-10 | Form of Certificate of Approval

ECMSU15-10 | 10nan55usaensfinnsaasesssy
WUULALTA
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SOP 378115 SOP AF Fanawuan
11/1.0 | M3isanvasesy ECMSUO1-11 | westepglasansifufiiiunsiuses
Tassmsisefinaunissuses INAULNIINNTT
12/1.0 | msfimnsanlasamsiseiiontu | ECMsU01-12 | fedhansesdleifinmidssies
\3asilounme ECMSU02-12 é‘hasham’%aqﬁaﬁﬁmwmﬁmqq
ECMSUO03-12 | Reviewer Assessment Form for
Medical Device
ECMSU04-12 | PI Self-assessment Form for
Medical Device
13/1.0 | msfinnsanlasinsived ECMSU01-13 | Resubmission Form for Ethical
AINAULUININERAINTT Review
Usuugaunly
14/1.0 | MsRasans1eay ECMSUO1-14 | WUUSI8NUANNATIVITNURINITIY
AUAIALNYBINITIVEY
15/1.0 | msisanseuasy ECMSUO01-15 | WUuUs18uasunanisivy
NAN1SINY
16/1.0 | nsandunshivgimnny ECMSU01-16 | wuutiuiingrenslaufjifnm
Jeauu vie dfulasinmsise [GENREEE
17/1.0 | ANSWAITUINDUEUDINTT ECMSUO01-17 | Huulesusuisesiosdounn
Xo9Syuadaanaias D1@aLATLAZNITADUNAUY
18/1.0 | MININTUITIYNUNTER ECMSU01-18 LLUUW@%&JSW‘&NWLWSQQMNmﬁ’%’ﬂ
1ASINTIYNBUAAUA flauAmun
19/1.0 | MswIeuNTENIsUTEYLLAL ECMSU01-19 | 9nvanelfgyussaal wazi1sznis
89U IUTEYN Ussyul
ECMSU02-19 | 1asans3deiitidnfiansan
ECMSU03-19 | wuunesusneaunsuseyy
20/1.0 | msUszyuanau - -
21/1.0 | mstuiinfndedeans FCMSU01-20 | wuunesuduiinnishinsesening

dinanu/nssuns Augidelagms
Insénn
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SOP 319115 SOP AF Fanauuan

22/1.0 | NSUTMIFINNITLONENS ECMSUO1-21 | @nsUsyenans
Tnsamssefirdasniuns

23/1.0 | MsAuLagNISAULNETS ECMSUO01-22 | Uuiindeanuvediuienans
1A34N15739Y FCMSU02-22 | 9978998 1uLonans

24/1.0 | m3tssliBanissnvienudu | ECMSU01-23 | Tudindemuvevihaneienans

[y

adlATINTITENTALAUTONTS

YNANYLALNITYRYVINAIYLNET
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YY1 15 Y99 16 %

Nz lguUNITHANTIEITATUNITUINTFIY

A1ANUIN 2
AF 02-01

NnUYLaY

S19VDAUZNTTUNNS

AU

AL Juilsu SOP

001

002

003

004

005

006

007

008

009

010

011

012

013

014

015

016

017

018

019

020
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001
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007

008
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atiudl 1 atiufl 2
W.A. 2563 W.A. 256...

wiulag AMZNTIUNITENINNITANTUNITUINTFIU
Fuiisuo 20 WHAINY 2562
nunaulag AMZNIIUNITENINITANTUNTUINTFIY
Fuiinumau 26 SuAN 2562
auiiflng soefanIINsEUsEENd A33la
Aumie 95N1TUANMNAINYIREUMIEITAY
Fuitoysl 25 nUATUS 2563
nsuAly -
mqwaﬁufﬂm Lﬁam%aummw%amaams‘ua%usaﬂmmgmms

UURNUTRIANENTINNTITIESTINNTITE TuAY

UAINYIRBUIEITAY

atiudl 3
W.A. 256...

wispulag
Fuiliaue
nunIulag
Fufinunau
ausilay
RIITIN
Fuiloysid
nsuily
wianadiudly
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UV

fAuFs v
1 ingUszase 19
2 VBULUA 19
3 ANUSURAYaU 19
4 uugfidumeu masiduns wazdSuiinveu 19
5 NANNISUH IR 20
5.1 UNUNTURIITALTUNITUINIIY 20

5.2 fvuaiemuarlasiaiisidunsunsgu 20

5.3 msfasaiiiosuses 21

5.4 nsuandneRilen1sinau 21

6 Adleny 21
7 ANARUIN 21
8 LONA1T8199 22
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FBAndun1sRInsgINlesueitn1sasadsaliunsuinsgudulnduiensusulaisaniy N3

I a ad o a

mmgmﬂﬁam@m i’JiJﬁQE‘ULLUU?J@QLLGiﬁ%'Jﬁ@'WLUUﬂ’]S?,J'Wmiﬁ’]Uﬂ’ﬁVT’N’]u BT UNITUADUNT

Y

aulviaenssumse Wmthidinmu, §ideuasineites

2. vauln
FAnfun1sunsguil AseuAauIsnIsWew numu wandewasUsulsdluduneunsanduany

F9 9

3. AUSURAYaU
AMZNTIUNITINYINTTANTUNITUINGEIU InthausuiageulunisadiawazuiledBaniunis
= o &
WMIgIUeTnTuy

b4
s

4. uHunivumau N13ANTUNIT waAzESURAYRU

Tumay nanssu H3uinvay
1 AU TenINELaUIDITALTUNSINTFIY AMENTIUNT
!
2 MmundfuatuYensn L iuNIsuInNsg Y AMIENTIUNT
v
3 fvuaLiomuarlassasdsiuiunsnngy ARIYNIIUNIT
!
4 fnsaiidusesitiiunmanesgnilnivieatuuily  AugnssunT
!
5 N5tdayaliIsAIuNITINTTIUAUAMENTINAITY  AMENTIUNNS

19



ANZNSTUNITIIUFITUNITIVY IUAU
a o SOP 02/1.0
URIINYIAUURIEITAY

N19831935AIUNTINTIU

3uld 25 nuaius 2563
(Construction of Standard Operating Procedure) :

5. #annsUfUR

5.1 FUuiidavedsaniun1sunggu

5.2

1)
2)

3)

L4

WUIEATIUNTUINTFIUADID19BIIINITANTUNITUIN TN

'
A ad o a

Weagihisanliunisuaspuadulndlidmuaningiavsioandsandunisuinsgiuatun

iiog

D

WaluldiBeadunsuinsgiuadulouds Tianldisantunsunsguatutiu uashiougys

Tl e reIsaLunNsuIasgIUAEn LA UL lEen

AvuaLlaniuazlaseasnadsaniiun1suinsgiu

1)

2)

3)

FWantunsuinsguatulnivazaduunladsenaume 5 dfe

(1) TuasunsviriBanliunsunsgu

(2) Fteidom

(3) \ilenlusgaziden

(4) 1BNANTD19BY

(5) AANWIN

Bedunsnasgunatiudesdidmi 1-4 dumanuinetaiivielufifle
Tuagunsiisdudunsuinsgiu Fesdidemsolud

(1) Fouagvnelavreisaidunsnnsgiu saveTuisuldan

(2) Auisildrvesaduieu

(3) edefTamton

(@) Houilh
shdaulom Usgnaude videndnuazihdedesesitduiunsninsgiusuiinianuan
wazsneiaunii ievluseaden

(1) TnguszasAvaddisaiiunisuinsgu

(2) VUWAYBIIBALIUNITUINTFIY

(3) ANUTURAYRU

@) LLmuQﬁ%’jumau NIALTIUNIT WazETURAYaU

(5) anMsUNUR

(6) Allenu
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(7) AARWIN
(8) LONEATO9DY
8) Yeuuzthms@euiem
(1) Wemensdunazlglaniny
(2) Ahdunsuasg e msuvnduatiudunasaty
(3) Asldenansenadeiiiendas
(4) sxutedninvesiaaiun1suInggIu
(5) tenansesds IEsBaundsiiunvesdoya
(6) AANUIN
(1) wuihlildnnseSuredenisendiegns Wendnidesnsdeuresuedidilasn
(2) aAsuANN (Glossary)
(3) AeSuTuFiEe (Abbreviation)
53 psRansaniiesuses
1) UsESIUANENIIUNITY azANENIIUNITY SuAURITILAleUSUUTIITALTUNNS
UINTFI
2) eSmsudivihifusesiidiumannsguatulmivieatuudly
5.4 nsuwandnggiienisiney

'
ad o Y VA v =l Y a

1) Bandumsuesgulideduenarsiiduaudu anunsawanaigliiidenseginesdasls

Y Y

v o =3 = 1 ad o a YV & [ d' = A
2) f\]@ﬁ/]’]LLﬁ%LﬂUiﬂ‘H’]%%LUEJuﬂ'ﬁLLf\]ﬂT\]W‘EJ'JﬁG’I’]LUUﬂ7§MW@5§7u13LUUWﬁﬂ§WU LS LNBDLIYNAU

AUULNTLANTY M1uNIANLIN AF 02-01

Atleny

FWAMTUNITUINTFIY FBnsvhunaunsadn U UR3e eSunstumneunisvinauliun aue
N33UM134 919158 1UN33e Haduauunside Wmhnddnaun uaggi
A %
BN

AANUIN -
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LONEITB9BY

8.1 World Health Organization, Operational Guidelines for Ethics Committees that Review
Biomedical Research, 2000.

8.2 International Conference on Harmonization, Guidance on Good Clinical Practice (ICH
GCP) 1996.

8.3 wusuIsusIsUNMSVIdeluAululsewmalng, wuIn19asesssunisvindseluaululsewmealne w.a.
2550
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(Constituting Institutional Review Board)

Tuasunisadraisantunisunnsgu

atudl 1 atiudi 2
W.A. 2563 W.A. 256...
wisgulag AMZNIIUNITNINITANTUNTUINTFIY
Fuiliaue 20 WAINNBY 2562
nuniuleg AMZNTTUNITENINNITANTUNITUINTFIU
Fuitnumau 26 §u1AN 2562
auilflag 599A18N919158UsEENA ATIlA
Aunie 2FNTUANNIINYIAYNNIAITAY
FuiteusTa 25 NUATWUS 2563
nsuAly -
msgwa‘?iuf’ﬂ% LﬁaLm‘%ﬂum’mw%'amaen’m%a%’usaammgﬂun'ﬁ

UURMUUDIANENTINNTITESTIUNTTIE TUAY

UM INYIFEUAEITAY

avui 3

W.A. 256...

-
wseulng

Fuilidue

nunulag

Tununau

ayiilay

ALY

o wa
Juioydld

Asudly

wiananiudly
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o w
a1nuLIDY
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GUETY

%
inguszase 24
YDULUA 24
AMNSURATOU 26
LLmuqﬁ%umau MIANTIUNT UagHIuRRAYeU 26
NANNISUH IR 26
5.1 #ana385ITU 26
5.2 89AUIENOUVBIAMENTIUAT 27
5.3 AMENURYDIAMENTIUNTY 28
5.4 FoulumsuasdaUsEsIunnEnIIUNITT LAYANENTIUASY WAYINTENNS 28

Ujumau

5.5 NMSUAIRIAMIYATINANG @MU 29
5.6 N15AN98N NMIHUTINFIUMLY LATNTUAIRINALNY 29
5.7 ﬁﬂ?ﬂmw%ﬂﬁmmw 29
5.8 Wil AvwsuiiaveuvesiufRcny 30
5.9 UNUIMLAYAINNTURATDUVDIAMZNTINAIT 31
5.10 d1UNUANMZNTINAIT 32
5.11 D9AUTEYUYDIALLNTTUNIT 32
5.12 ANSNANSURAFUVDIANEATIUNITY 33
ANt 33
ANANUIN 33
LONE15971984 33
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ngUseeA
AMENTIUN595555uNN5I98 TuALNS e Institutional Review Board (IRB) %138 Research Ethics

Committee (REC) #38138n8071 “ANITUNITY” Yt duauenIsunIsaIuasesIsuniIsive

Yo o

Tupw dnsulasinsidevesidendsinunine1deumansay waglasinsidenuniuioyaly
wnivedeumana eilielindulumudedsfuunmeaniinfien1ssnvasesssuwiaisndn
YNTIHU WA 2549 vn 9 NsAnwkazIaaedluaude 47, 48, 49, 50, 51 lagAENIIUNNT

P38555UMTITluAuvemIngdeuMaIsAY (SOP) dlAT3a31e AauNuiiuansil

Mahasarakham University

(MSU)

S CLCLTCITI L T I T I I I Board Of Regents

MSU President

\ 4

iversi ituti Division of Research
Mahasarakham University Institutional | o SOP- Office |

Review Board (SOP) Adminstration (DRA)

v

Review Board

VBULUA

2.1 AENIIUNIST Teru1antnlunisiiansunlasinisidenieitesivuyedganiunising

¥

919136 1UNITy e wnnduseirtiunnaivnivn GaanaaUSyayInuanansveIun1ineay

UNAIAN UAENENGATANANVNIVN U INedeumansauildinsin lasinsidevesynns

1Y

wanuuIINedeumasay Ideanisiiuteyaluumingrdeumiansaiy 1asan1s3deain

PUIYIUTNINTDANAINULMIINGIBEUNIANTANY LATINISIVYNAUINTIVDIUNIINGIAE

1% (%
a Y

W1an3ALdue191389UIN e 1309191587UTN 19U MIin1IRaNTNNIZATEUARNATLA
ANUMNNTENVRILITY ANYNABITeLlenlATINTIY seilsudside naenduenaisan
Fuaghazionaisnisinudusey lneinsiiansadedussil (1) $uses (2) Ysudsaunly

Wasuses (3) Usuugwuilukazidiiansanivi vie (4) lisuses
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2.2 AMENTIUANTT LML TUNNSNUNIUSIBUAMUNIINLNUBINTIE UL 1@ NN aw

FUANULE YR DD1d181TAS NIdfsldtasnIniansesal (ICH GCP 3.1.4) uananiAmue

n35uNT59 dg1wnalunisdunansyuiumstiauguseulaglasudaya vsensyuiunsau 9

999LATINTIVY

2.3 AENSSUNITY T0UNNTNAIUN1552IUNISS USRI ANIUNITNANT IS EFITUNSIVE I UALYD

1A59n153387IAT13 (Suspension) %3BLNDEUN1TTUTEY (Withdrawal) %308@lATINITITY

naufInua (Termination) lunsalnlasin19ideiidynt Feeravinlalianudssdeaialadiag

= 1 a va g a ! } % =l 1 U d‘ A 1 a va
R ﬂWiVLZJ“LJQUGWﬂlIV’ﬁﬂ‘\]iﬁlﬁiiﬂ@&l’]ﬂi’]ﬁlui\‘i hEE /7198 DY NADLUDY NID mﬂuﬂg‘ummu

YBANVUAVDIAULNTIUNITY DEIS1LTI WAE/H38 9819aLlee N1sAnausziunIsSUTRIa

1A5aN153989IAT 1Y YIBLiNoUNTTUTEW I ReeAlATINITITERBUNMUA  AEABINAITUY

lun1suseuanenIsunisy NlesAUseruasu warinsUuiinianisiatsandedulusisau

n1sUsEAL

2.4 AENTSUNNSTY TD1U1NUNINIUN15INNANTBTEduNIsAEUlATINISIFE UN9dIU (Restriction)

TunsalneIelaiuifnumannisasesssy vsederimunveianenssun1s nsdndavsesydu

nssulasINiTeudazdugaion slivjuinudsnanlasunisuily

3. AMUSURAYAU

'
= a a

B5N15UA UMINYIBINNIEITAY WBUNUNYIAAUNLATIUNIT TO1UIRNUNUNSAVNGZ 98NS

avsUaendty waranuluegiifvesenanadag (ICH GCP 3.1.1) uasguwuiidislulasenside

4. wnuQiYunau N1IANEUMS uazdSurnvau

Tunau n1saTuNIS
1 NANAILEITY
2 DIAUTENDUVBIAENTTUNIT
3 AMANURYDIAULNTIUNT
v
4 Soulvmsussdsuaznszgnsu iR

|
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n15aLEUNIS
AN5A7199N NISWUIINA AL

’

ANSLEUDLAIFITOIUTLTIUAENTIUNIT

v

NSLEAUDUAIRIALBYNTIUNS

NSLEUBAIRINUTN WS BRIy Base

"

ANTHAIAIUTLEIUAULNTIUNIT
UNUIMLAZANUSURNATDUVDS
AUIYNITAULATIUNGY LLazﬂﬂhaLaﬂJmmi
AENITUNIT

,

UNUIMULAZANNTURATDUVDIAMULNTTUAT

!

aAUsTYY

v

13 N1INANTUIRAFUYDIALATIUNIT

5. #anNsUHUR

5.1 %#anv38u5554

H3uknvau
AMYNTINNITY

UI¥HNUAMENTIUNNTILAE AL ATIUNITY

ATNIIUNTTY

ARIZNTIUNIT
B5NNSUA UMINYIAYUNNENTAL

AEUTNITIUNIT

AEUTNITIUNIT

UIEFIUAULNTTUNITT TO9UTETIUANMY
NITUNTTI LAYIUNITAULNTIUNT LA
HYILLAUIYNITAENTIUNITY
ULEIUAENTINNITT WID509UTEe1U
ARMENTIUNNT LAZIATIYNIS
ANENTIUNIT UIBKFILAVIUNTARE

NFIUNTT

ANENTTUNTTY Fe8ndon 15U URNTIENePaTinifues International Conference on

Harmonization Good Clinical Practice #3® ICH GCP waguanasesssudus) {Wunwunislu

ANSNUNIUNINSTUIAUDTYTITUVDILATINT)

[y

=

gRviNnsEnwIUsenaasdluay tawn

1) WINNT3U5ITUMTYINIUIUALLAING BusUasesssunTIeluauludsemalne w.e. 2550
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5.2

2)

3)
4)

5)
6)

7)

8)

WU TRz UTZAUNN TN I9TI3E5TTUAIUNITVINIEN I AERS NS N EaTe
TmifiAgadeafuuyed WuuftAmsidenaiusnssy uujdRnmAdesuafueadly
AunUfTRn i dennasmsldfegmsdinmiitenideseninaanitu) wa.
2545

nann1suiaAUsENIALEaTan (Declaration of Helsinki) U 2008 wazatuuiuuss

The National and International Ethical Guidelines for Biomedical Research
Involving Human Subjects (CIOMS)

The Belmont Report

European Convention on Human Rights and Biomedicine

Operational Guidelines for Ethics Committees that Review Biomedical Research
(WHO)

WHO & ICH Guidelines for Good Clinical Practice

il sasludasonguunevesuszie wazngszilouauy Tulszwmelny

29AUILNIUVDIAMIZNTTUNS

ANENITUNTTY UTENBUAIEY ANNENTIUNITIINIU 3 YA (Panel) fid YAW 1 AMIZNIIUNITY NEY

q

A1UNIVINYIPNANTIVNIN YAT 2 AENTIUNITY NFUAIVIYTINIaRSINALLLAE uaz

UYWEANERS FIANAERS UasYAT 3 AMENITIUNITY NAUANTIVINGIMIANTNNNITUNNE

lngusazynUsenauale NssuNsegetey 7 A (ICH GCP 3.2.1 Muuall 5 aw) daaaudi

famalUll

1)

2)

3)

4)
5)

ANENIIUNITY Aaadingsunisednees 1 aultlifertesivingrmansvseinemans
G4 1 2/ & S Y

nsunmg wazeg1atey 1 AU luyaRanguanviseyUsesuily

ANENIINNTTY AeallifugIuauINvaInvate ieduasulinisiiansanlasinisided

AHANY IOl EY

ARIENITUNITY ADIUTENOUAILUARAVNAINVANLAIUIVITNTALITOL LU Wnne LNduns

Wy UndspuAIans Unnguune Unadin e

ANZNTTUNITY ABIUTENBUMIEVIANAYILUALINANE

ANENTTUNTTY AITUTENOUMETAIENGNEY
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5.3 AMFUUAYRIAMNTIUNIT

5.4
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2)
3)

4)

5)

6)

N1IARLERNANENTINNITY TNTNIINANNTIV Rl Tanwaula daus
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PERSONAL DETAILS

First Name:
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Nationality:

Address (including city and country, zip code):
- Office:
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Contact e-mail:

Mobile:

EDUCATION

Post graduate (diploma, MS, PHD); Major field

Bachelor degree (Major field)

CURRENT EMPLOYMENT/EC/IRB AFFILIATION

Job Title:

Institution/ Organization:
EC/ IRB Membership:
Name of EC/ IRB:

Affiliation :

PREVIOUS PROFESSIONAL EXPERIENCE

Academic Achievement :
Administrative Experience :

Professional Membership :

RESEARCH ETHICS, GCP and OTHER RELEVANT TRAININGS

Signature :
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INSTITUTIONAL REVIEW BOARD

Mahasarakham University Institutional Review Board

Confidentiality/Conflict of Interest Agreement

Confidentiality Agreement Form for a Guest, Observer, or Surveyor at MSU-IRB

In the course of my activities as a guest, observer, or surveyor at the MSU-IRB,

L e herein referred to as the “Undersigned” sign this document and voluntarily
agree to hold all Confidential or Proprietary Trade Secrets and Privacy information or materials prepared by
the investigators and sponsors for the ethics committee review either in written or verbal form. The
“Undersigned” agrees not to disclose, reproduce or utilize, directly or indirectly, any Confidential or
Proprietary information and/or research protocols under consideration to a third party in fulfilling this

agreement.

Agreement on Confidentiality and Privacy

Please sign and date this Agreement, if the Undersigned agrees with the conditions set
forth above. The original (signed and dated Agreement) will be kept on file in the
custody of the MSU-IRB.

L e , have read and accept the aforementioned conditions as explained in

(ot ) (e )
Undersigned Guest, Observer, Surveyor Chairperson of the MSU-IRB
Date......... V2SO /e Date......... V2SR Y
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11) szpznauardnunsiitaeaaing (CH GCP 6.4.5)

12) 38aLHiun15398 (Study procedure) (ICH GCP 6.4)

13) ngumuaNvienguildomasn (Placebo) () (ICH GCP 6.4.2)
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1) Tddnsvsaulmdnsmlulasesniside (Non-coercive recruitment) (ICH GCP 2.9)

2)  mswenswluanududiuiinagnssnunaudu (Privacy and confidentiality) (ICH GCP 2.11)
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4) Usglgmiiiraioranaiaswardinuazldsy

5) nauyARaTsouLeNAzIUTIZU (Vulnerable subjects) mmauazaudndulunis

Anwidelunauuanamantiu

70



ANZNITUNIFITUSITUNNSIFYIUAY
a o SOP 08/1.0
UWIINYIAYUNIEITAY

KUINNNITNUNIULAUTEIULATINIGINY s v .
Suld 25 nuatwus 2563

(Protocol Assessment)

6) naumuANvEenguildamann (Placebo) (i) wmralunsAnuidessazauardunsie
NN ITEMaBN

7) MANNMYINTSBURIENENATERNANNTTINE (ICH GCP 6.5.3)
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finqueranadasNiusizu1 (Vulnerable subjects) 1irsalulassnsidevsely

ANTULIIVBIAUEES (Risk categories) laun
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o

[[] A. Research involving not greater than minimal risk. (M333eiAedestuaudssfisadnion)

[ B. Research involving greater than minimal risk but presenting the prospect of direct benefit

% o =

to the individual subjects (N153989N8ITRIAUAINUELIUINNINUNG walalansisuseluviune

oanatAsiaensiluaunamn)

[ c. Research involving greater than minimal risk and no prospect of direct benefit to
individual subjects, but likely to yield generalizable knowledge about the subject’s disorder or
condition. (NM938ARETeIiUMmMEBILINAIUNALas lduanstisUselovddeoaainslnansslu
=) 1d vl ) v o o A a a A o %Y
aUAR memmLilulﬂlﬂmzmmmgmmmLiaammwﬂﬂﬁﬂm‘mamazmaﬂsmmmmamﬂﬂ%ﬂu

AUeAuduY 16)

[ D. Research not otherwise approvable which presents an opportunity to understand,
prevent, or alleviate a serious problem affecting the health or welfare of children (n15398%4l
Tepgnilanannsafigailandentanazidnla, Jesiu e ussimlgmeussilnanssnusogunn

= v a I3 iaa <
PR ﬁ?ﬂ@ﬂ'ﬁ/\lﬂ?']llLUU@%VI@?J@QL@?])

(%
Y 1

5) fimsvernnunenls (Assent) vesoranaiasiflongious 7 U feogtiondn 20 U viiel

6) uaranouTeulslld annsadhsnlulasinsidsldvield

7) aguanuiiuleun
(1) fuTes
(2) YsuUsaudluiieduses
(3) Ysulsauiluwasdndnfiansaning
(@) Taisuses

8) UolAUDLUL

9) fruANSAITIBNUANATIVTITEINNTISE (Progress report) AnuseduaAEes Tagyndl
andsaties fmualidiseauanufimi 1 aded, Tnemniiaudesliunats
AYUALEITI8UAUNINTIYN 6 LRBY, Tnendanudssnnsinuelidessny

ANUNTIVITINN 3 LPBY
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6. Adleny
QREUGHGRTRIPREATAR UAARTIB1AgNTNYe visegniudadulmdnsiunsidelalagde
(Vulnerable subjects) FeANUNITINAElAsUUTElevaINASNSINNNSITY

AIMTUUTWRIANNEY  ALULIIsAIEBIenauUa Ty 4 seu Teun
(Risk categories) (1) pandestes fo Arundesdildunniniiiety
TuBnusziriuvesiidnsnlasinsifiavnmund
(2) mmdssnnninnadssiios uinainaziuselowse
ALU5ulATINNTITY
(3) Anudssnnninadssios madnazlifusslovdeditn

1ASINN5ITY

7. ANANUIN
7.1 ECMSU01-08  tnaUsin15NaNsanlAsInIsIve

7.2 ECMSU02-08  wuuUsziiiulagemuniu (Reviewer Assessment Form)

8. 1BNE1591994
8.1 ICH Good Clinical Practice Guideline n89AIUANYT FIUNMUAMLNTIUNTOWNTHALEN
NIENTNAGITUGY WA, 2543
8.2 WUINNNRIL5TTUNSVINIdeluALLIR susuasesssun1TIveluaululssmdalng w.e. 2550

8.3 AllonIgIUMIURURNITIIENeAGINAR (RTN) w.e. 2548
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ANARUIN 1
ECMSU01-08

HNA9INITNANTUNTASINISTIVYVDIAIZNITUNITAIYSTTUNITIVIUAY UNIINYIALUNAIFITAY
MUBUININIANTUNTFMTUANENTIUNTIUATYTTTUITNIMUNIURASUINSANYITY

MFMWANERS  Lagasrn1saundelan 1t A.A. 2000

LNA9NNITNANTEUN

WILNNIINIAIERSNITEBNLULKAZALTLUNINISANYIRY

ANUMNIZANTDINITOBNLUUNTITEl TR IngUIzasAseilouiin1ead (T3uianmsiuinundiegn) way

dnonmlunsmdeasuiiviinuiu Ingldoraalinsiiuudesiian
m@;mammmmzauLﬁasﬁ"aﬁmﬁfﬂixmwmwmﬁmLLagmmlm'azmﬂamaﬁmmdwmﬁw’ﬁu furaustleviiniaiain
pnatinsidouaryruiiAesdesaslisy

wiawanumzanlunsldnguiueuiiey

wnaeilunsnenneuaIaalnseanINtATINITIduneuivun

inusilunisdudmdogilasanmsidertoe

Aunasisslunsialilimsmiuguauaensivaey MIdnidunsidy SumInIswisieaugnsIuNsiiuguateya

wazAUUasniy (Data and Safety Monitoring Board : DSMB)
ANUNBLiEREn LI auvdluFesvtnnYieiRny AenneanuasainuagIsaiiunisnsaiiivnanidu

3FN15951897U warARUNNaN1SAN®IITY

NSARLANDIANAIASIVE

dnwvazlszrnsiazAndenuidusiaaling (auruses wa 01y n1ssuilsde Tausssu aounmmassegiauas

ANWULVUBF)

Fnseeduindeuaviniden
Fsdetoyarnasiomaniiiieraduoimatias vie funu
InNaTINISARLaRNEEENAS

LNUNNISANDIANAIATDBN

NIguakAzANATEIRTENElAT

AnuvnzadlussnuauRLaryszaunsalvesideselasinTideiaue
wille 9 PazneavselilinisdnuniluunssguiioTnguszaidvenside wasmamanumnzaufingyuy

Anumaiisslunsauaiunsunduaznshiemdemadnlawasdinuuioaadastuneuiagdniunsdeanaiadag

YB0BUMMTENINAWRUNNTAN YY)
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LNAUNNITNANTUN

o a o

wnauatun1sveensidnaniaendneide visenislinsalandy way/vise msusanalildlagnmaanin

MMFIANITLINNIUTEIR iEaunngusennTauasIveseaalns (5’13’?) FWNINTVOANUT UL BNVDID1EELIATIU

A1THAIUY

o

Measdemietuunislag fezdalindnsasifidnuidoidloormainsmenduaiedunside
seavdenaildinglag feaainsdosing

MIMOULTIULALIAIELNDIEATRS (3Tadl USNT waz/ise vesw )

msgaee/nssny lunsdifndunsie/mnufinis/nsme vesenaainssudownanmadsumsinunide

AN5IAALINUNITUTEAULALNISUALTEAMULE L8

ANSSAWIAYINAUVBIDNANENAS

YarlduaveIyanaiansalinfloyadiuyanavetoaing IV SIuianyseiisunaziieg19dingin

wwsmslunisinwianudularauUaendevestayadiuynnavedaraaling

NTEUIUNITVIAND UL DL

T BUATIMLANEIIUNTEUINNNSTRANHBUNTINNINTTEYUARAN T URRvaUTuN1SYeANE DY
AaeLies auysal wasidiladevesenarsvisedeyalagniaglviuietaadnvselunulagveusssy

wipvnzauasidaulunsaslldeamainsiliansalinnuduseuldmenues naenuisnisinnising

asuiulunsvenuduseusenmuiureulidsiunmsfineiideveayaaasiingnd

v v
[ YR

nsfusesieaainiduaslasuteyalmiifertesiifintusenintenissinlunisfnynidetiu
4 A4 v a a Y & 1
(luSesmAgaiuans amnudasade uazaulueging)

nsfularnaUaLawaAIUYseNITeus BN IEal AT e wnUlUsENINNSANYIIRY

Jaa1sanluFesyuyy

o nansEvULATANLduTUvRIMIANYITesLruTas T oyumuTiAnadesivhnisdaidenenanalingide

o dumeulumsUinwwrdefugmuilisateduiimemsesnuuunmsfinuide

o FvnavesyuvusionsinuBuLeLvRIIANalATIsaTUAAA

o msUinvmdeyuvuiaznsevitluseninnisinunide

o Afimifnuidastelumsaednenin wu msduaiuuinsgunm M3 warauannsolunimevaues
ANFDINTF LU YRR

o swanBuniviiunsialitnandusiiuszaumnudSalumsfneiide lusafiaunsaastonld uigmui
Aeatosnevdaatodunsfinuise

o Frsirliomadinsiteviogmuiiieadeddiunavesnsfinuise
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FOTATINITITY (VYNNG ettt ettt ettt ettt
BOTATANITITY (UIVTANGE) oot
T e Rt 1
aauzUaIninlAsINIgINY [ ] 919139 [ 11nde [ ]1@n [ ] BUT
NTTUNITENDVTUY weoverrerrerrernseenssensssersssensneesnees AMUARIAUROUTUT o
FURAANTFUNT o TUANUTEYH oo
a6y $18N1INUNIY dauiveliiudly/ derausuuz U8R
1. Felasamsniwilne/Sangu

[ Jwangay [ ] bwangay

2. NANNTUALLUAHA

[ 19y [ ] lddaau

3. ATNUNIUITIUNTTUNLALITDS

[ J9oau [ ] lddmau

4. IngUszasn
[ 1w [ ]lidaau
5. sULUUNTIdY

[ Jwngay [ ] lsdwaneay

6. VNI / NFNUTEYINS

[ J9oau [ ] lddmau

7. ABNSAINNITIY

[ J9oau [ ] lddmau

8. WNaUgiARLUn (Inclusion criteria)

[ Jwangay [ ] wangay

9. NTEUIUNITVIANUEUYDN
(Informed consent process)

[ 14 [ 1143

[ 1wangay [ ] ldwiang

[ ] ldiendes
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IYATINUNIUY

dyunvaliuily/ Yatduanus

RN

NILUIUNTAMEDNNGUFIDEN
(Recruitment process)
[ 18 [ ]wwnzaw
[ ] liwmane
[ 1%id

11.

IneiAneen (Exclusion criteria)
[ 14

[ Twwgan [ ] Biwang

[ 1lid

12.

nsldnau3euiiey

[ 14

[ Jcontrolgr. [ ]placebo
[ 1

andnduseuiiey

[ Jwwngay [ ] lsdwneay

13.

PUIUATINTALITIINSANY
[ Jwangay [ ] lwangay

[ 1 lsinerves

14.

AT IANALALEDA LUA1TIVY

[ Jwangay [ ] lwangay

15.

SEELIANNANEN

[ Jwangay [ ] bwangay

16.

AsUsRUlAgNslASINTITY

a

[ 14 [ 11ud

17.

91ENaIATNGNUTILUNS

(Vulnerable subjects)

a

[ 14 [ 118

18.

Usglovinaninaglasu

P

[ 14 [ ]1f

19.

ANULELIUNNTN5INIATINNG

R
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IYATINUNIUY

dyunvaliuily/ Yatduanus

RN

[ ] udsluenansgidnsinide
[ 1 ladlduds

[ 1l

20.

NNINDUDNENEIATIINIATINAG
[ 18 [ ]wwieau

[ 1l
[ 1%dl

21.

ANSSNYIAINNAU

[ Jwwngay [ ] lsdwneay

22.

ANSANHIDIRIENENATANUS 9N

LarInta

a

[ 14 [ 11ad

23.

AmBUUMUELINTINlATINTIY

P

[ 14 [ 1143

24.

ASSNINGIUIAUS DALY
[ 18 [ 1waegay
[ ] ldwngay

a

[ 1143

25.

MIIINNSTININ

q

P =

[ 14 [ 1lud

26.

NFITENNNUGAENS

[ 14 [ 118

27.

1 0
|

msiuidenseiiaidel’
[ ]
[ ] udsluenansgidnsinide
[ ] laileiuds

[ 118

28

nsdeingFinmesnuenanitu

a

[ 14 [ 118

29.

LONETTLASLATLONANTTUYDY

a

[ 14 [ 118

30.

o

LONASALLALLNDNTINE LY

nilsdouugthnsUURe 1eesdle
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FIYAITNUNIY daunvelviudly/ daiauauus NUBLUR

léisana @

[ 18 [ ]wuigay
[ ] lalwang

[ 1%

31.

A19OUTHIILTITUNTIVELUAU (27
)

[ lew [ ]laddu

32.

o

Moguaziuasingdnigide
(] [ ]l

D

AMULASID9LATINNTINY

o

[ 1Ussani 1 anuidesdes fe lisnnhiiaduluiinyssdriuvesidhiulasaimsidensiavamuni

q

[ 1U58nn? 2 AaEeaunnNnINANuEestes kin1nI1ailusylesunatiinsiulasanisIae

Y

[ 1Ussanil 3 anudsannnitanudesdes uazaninasliivsslevidedidnsulasaniside

ANIWILYRIUsTY

[ ]Uszamii 1 Susestaglaifideuly approved)

[ 1Ussian? 2 Susedlundnnig velvidinsudlufisdudoyaniuanuiiu (approved after minor revision)
[ ]Ussand 3 §ildsusesaunineinsudlonudaiaueuus (pending approved due to major revision)

[ ] Usznnil 4 LiSusesmumanaiivias (disapproved)

AULTIULALLRY

AR N NIIUNITHAITU
(et ettt e e e )
FUT e
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N.A. 2563 W.A. 256...
wieulag AIZNTTUNITINTIITANTUNITUINTFIY
Fuiiiaua 20 W AINT8Y 2562
numulng AMZNITUNITENTIITANTUNITUINGGIU
Fuitnumau 26 SuAY 2562
ouililng 399ANENTISEUsZENA A33la
Aumiie 23MIUANMNINYIABUNIETANY
FuitowysTa 25 NUAWUS 2563
nsuily -

wananiudly

HNBLATENAUNSDUVDINITVDTUTDINIATFIUNNG
U URNUTDIANENTIUNITIIESTINNTIIE TuAL

UAIINUIRYUAIEITAY

auuil 3
W.A. 256...

—
mseulag

o A
AUNLEUD

nunuleg

Juinuniu

aulialay

AU

o o wa
Fuioydld

AsuAly

wianaufly
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9.1 a15UnNIUN1TNITULATINIGTITY

afuiseq %I
1 degUszeasd 83
2 YOULUA 83
3 \Eu 83
a ANNSURATOU 84
5 whunfiduneu nsdudunms wasdFuliaveu 85
6 naNNISUHURA 86

6.1 N155UlATINTINY 86
6.2 NSANLEBNIATINITIVUUAZNITRIITUN 86
6.3 FupeunisiinnsanlassITesniunisiinnsanasesssunsielunu 86
6.4 WAIHANTHNATUFREITY 87
6.5 YnauslufiUszyuAznIINAT 87
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8 AIANUIN 87
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1. dnguszea
1.1 Wemuuanusilasinsiseiannsalasun1seniuiiansunasesssunisiveluau (Exemption)

1.2 1 OMUUALLINIINITINNITHISUIRAAU WALNITTUTDINITINIURINTUNRIYTIIUNNTINY

2. UVIULUA

FBANTUNTUINIFIUATEUARUEINITITENAIN 5D LA UNTENLIUTRITUIATEETTUNNTITEALLN eI

fAyue wagn1sadunistuseluvedasansidenludnnaeenyIu

3. el

[y [y [

1IN ITeNa1nsalasueNIUNITRANSUNS85ITUNTINeTUAY Ton 1ASINISIFeRTAnwY

v 1

fasalull

'
a o

av Y = ¥ I~ a o a 1Y) = av Yo Ly
3.1 MUAFYAIUNITANET 1ngABWTUIATINISITENAIAUNT IEITUNSANINLASUNITTUTDY
UINTFIU NITRIAUNTTUIUNTSHUNTARUALUN AL NUITLENSAER S IMUNIINISAN BRI
YlourgvsdanITy WU F98n15UsUITNsTazdealddulniseu 980 vietut) anvaziUSauniisu
= a a o aa o O a a a & A v a aa
ALY M5UsEANSA eIt ey 1as Netutlusedvledvinileiusuilaswi Snnsaau n1s

Uszillumangns NsuseiuAMAImNSANK

3.2 nuideUseynadsussiliunisAnulusiunszuiunisivi Whlauavdndulasgrelivegina
(Cognitive), N1531ade (Diagnostic), @us30n1n/Auatn (Aptitude) 13 maﬁmqm‘é/maﬁ’n%ﬁ]
(Achievement) s1u3dsd1siaauAniiuluenine nsduntvalniahdnnanginssy 91u3de
wlisueniuinsnnide

Y

1) msnudeyauazdeyailaliferdenseustfswynag

]

g a v PN [ % Y 2 v o [
2) GUUGIEJUﬂ’]i']"i]EJLLﬁSNamimNLﬂULﬂﬂiﬂaqﬁﬁﬁﬂJﬂi ‘Vﬁ@‘qﬂﬂﬁiﬂ@@\‘liUIW@WWQ@W@WLL@S@]’]&ITU

a 1 A o v o = v A
RANILNG Sevinlidelanalue I nurunnniseu

3.3 AT Nan TN kanvinTie e tralunmsiu Ingliweulesisdeyadiuynna

1 a L4 Y & aa Y [ [ v
bYU ’JLﬂi’]SWRIﬁﬂﬂ’i@lﬁ?’ﬂ“ljumalﬁlﬁ/]’]\‘iw&ﬂﬁﬁﬂEJ’] 10 U gaunas sUusu

a A

3.4 "AdeneItuweatnlagldweinisid seliluesl JuRn1g vienuidenldfiieg199adng

wenlianndsdmsialagliienlosiutayadiuunaa
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3.5 MUITFIINNITAnwluwaatev 19T anifive (Commercially available human-related cell

lines) TuvosUfjURn3 (Laboratory isolated human cells)

3.6 ATBRU Wleuie gnseans Aldsuteunungliauiiunisauanuiiugeutazeyli@ain
a010u WokarmkuIn1eluil YSuldeuesdns Wannssuunulviiiusesdnsaam ensvdu

Wnsgudugana aslinsenuteyadiuyanawaslidasongming

3.7 UITENEINUTAYIN AMAINYDI8IMIT UazAuiianalavedusinaluninsiu Inge1misi

medeudesUasndy waylduinsgiundermuavesdiinnuanynssunmsemisuaye
3.8 1891uK U (Case report)

EREIVIE
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o =

1. ddeiinedesiuenatadasiidunguiusizuns (Vulnerable groups) 1 n133delugd

[

gudsulild maAduludniauunnsesdunsdeidulavseninunsdt n5ideluvungy

teanseussanvurerey nquiads maddulufasegvisenniegluaniuanasiei mside

Tunguaulifieg nMsideludianviefisenanda Wudu liawisavesunisinnsaiwuy

anIule

%

2. lasamidenlasunisiansanlvinisiuseudl waggidedeenisdudiuuiluuisunlas
(Amendment) F9d2UwN LR ULANTUTNANTENU WA ULUAIAIULEE9UD991@NdNAST
WLAUUINNINAUNNITUTLLEULATINITIFYLUVYNLIUNITHANTUIRIYFTTUNTINE

TAseN1sIdeuulianinsavesunisiansaunkuusnIULa

[y

3. lassmadeidufiunisianeiunguuanaasisae vsenquuanaiimaazlasunisAniden

Whdeuvmlanunifgitesivasisae lasimideuuliannsavesunisiansanuuuenduls

4. AMUSURAYIU

U5251UANYNTINNITY F09UTETIWAMULNTIUNIT LATILYNITAMULNTIUNITT NIBAMLNTIUNIT i
I§3unounne fnthiimuniu Ronsandaaulassmsidngieldsusniun1sfansamuniy uazas
winlutonanslinissuses lunsaimdulasinsvesusesnunmznssunise Tseslsesnunms
NI5UNIT ﬁiéf%’wawmaﬂﬁﬁawﬁwﬁLmuﬂizﬁmﬂmzﬂﬁsmmiﬂ Jugasuuluenaissuses

1AINTIFENLATUNTENIU
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5. urunivumau n13Aliung wazkSuRavau

Yunau msaniiunis KSuiiavau

1 Fulpsenside Wnthiddneus

2 AndenlasaN 1Y USE5IUANENTIUNITI Y38 T09UTEs AN
Iasueniiunisiiansan NITUNTTT %130 LaVILUNITAMENTINNT

3 Wninglasueniiu UsZ5MUANENTIUNTTY Y38 T09UTEE AN

l NI5UNITI Y38 IVIUNITANENTTUNIT
4 WAIHANTATLAGIToLAzERNENANTTUTEY  USeBUAMENITUNITY Lag WIvd
(Certificate of Exernption) (AF 02-09) d1tingnu
5 WaueluiuseguamenIunIg USE5IUANENTIUNITI LAUIUNNT

ANZNITUNITUIDEYILIAYVIUNITANIE

N33UNTTY

nsNasanlAsINIgIRELLULNLIY (Exemption Review)

S5

8 » fulaseansisefdinau ilenmadauauATIAILIeIENENS ‘

AENLNIUMAN (primary reviewer) 1 Al
|

|

’ reviewers gauan1siarsaunlifdingus el 7 Ju ‘

I \
1. fusaalne 3. luslaudatiulma
Taifinnsudila

I : L

5 = P
LL’:‘NNﬂﬂ’ﬁﬁ@’limﬂﬁEﬁ’gﬂ LLNN@HW&‘W@'\?M’]‘WQ’WE

x - :
whanamsiiansan L ‘ O Y
‘ aniiunsuflaudodenls snitlunauiflaudofunli
2an Certificate of Fangoulus

Aansnunlag reviewers LAx

Exemption
reviewers 1#in1s5usas
Lﬁﬂﬂﬁﬂ’\iﬁ”ﬁﬁ‘m’ﬂmtﬂ@ﬂ
Certificate of Exemption
astnannafiansaunudeilszruAnznIsNnng iensu
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6. NaNNISUHUR

6.1 N155UATIN5IY

1)

I

o Y o w Y] a v U a ¢ Ya o o Y
LANRUINEIUNITU 5‘UIF’]5\1ﬂ'ﬁ'§QEJQ'U‘UW3JW (Hard COpy) "U']ﬂf’d']ﬂﬂﬂ']uqu 3 Gq@ W3au CD

N3DUATIVABUANATUNIUVBILATINITIVBUALIENAITUTENDU

i Y

Wntdinemus asduiinfunnlasulasinsideniiunisnsivaeuauasutiy ldsia
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6.4 LAINANITNITUADE VY

Y

@UIUNIsAMENIINN1T Wudasny Wit idinenu deamnendsansiiansanligide

PANNTIULALODNLONANT LONEITTUTBINISUNLVIUNDNTUNDS8555UNNSIFTUAY (AF 04-09)

e

Awlne unEIde wax Certificate of Exemption (AF 03-09) Nw1dangy (Weaswe)
6.5 diaualunussyuAnNITUNIT

BYIUNIIANENTTUNITY Y1lATINTITeNASTUENIUNTRTANUIWBNUTEYUANENTTUNIT

IONIIVUAZIUTDS
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Ay -

AIANUIN

8.1 ECMSU01-09  tnausiusztiiun1snumiulasinsisenuueniufiansunasesssunisidelunu
8.2 ECMSU02-09  LUUTIERIUNITNUNIULUVEALIU (Form of Exemption Review Report)
8.3 ECMSU03-09  10na135usadkutantiun1wdangy (Form of Certificate of Exemption)

8.4 ECMSU04-09  1@nd@155u589N158nIUNNSUN038555UNTIeeluAY

LONE1591999

9.1 45 CFR 46.101(b), 45 CFR 46.401(b), DOHP 400-4.6 “Non-Human Subject/Non-Research

Determination”
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desluinnninanudssludinusyan Ty wu Msladunneia wazidnussgatisateladanta
samalull

3.1 dilanudsaieiunisanainnundudind wazeralameaudureseaiading §39ulad

FSnstesiuegranunzauauianudsaliiinnin “anudsstay (Minimal risk)”
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3.4 msnudegndentagldiduanzUaneis duwi luy viemsinzidenannvasniiensues
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3.6

3.7

3.8

39

8 &Uat LazlanzidenlilAuduaviay 2 ASe 198 N1TBLAUIDE1NEADN AxFaITiAIL
wingaunuauIndungenndosivingussasiuazisnisfinuive sumaenuUsz ey

nNaNveILIENALAS

M3LAUfeg19Taing (Biological specimen) santiien1sise Imai%’%%mﬂmﬁ%msﬁiﬂqﬂ
& (Non-invasive) 1wy dans fadu Tudnwasdilivinlndelay fuiildannsaeulunsinem
AUUNR @1SEANAIEENATEUEN WY WD IN9INNNIAREANISN ﬁwﬂéwﬁlﬁmﬂﬂwnmmmqq
ihasieu vieszminmanaen wadhmiuiulaenisyn wadBoyfulnensyinaanseda
Wiy (buccal swab), nM15UauUIN (mouth washing), WULANYE (sputum) BEIRINNURE
dunde

naifiufoyavesnsinunuund Tnedsnisiilignar (Non-invasive) (8nifu X-rays 3o
Microwaves) @1 MRI, ECG, EEG, ultrasound, Doppler blood flow, echocardiography,

. (% (3 ! ey
moderate exercise, NTINBIAUTENBUTINNY (body composition)
nsldveua (Data), Jufin (Records), tonas (Documents) Wawsiaae 1980539 (Specimen) 7
IAuld wisaziuiietngUszasdanilinesiuniside wunsidadelse wian1ssnuilse

ﬂ’]iLﬁU%@Haf\]’lﬂmiﬂJuﬁﬂL%m JUNNIALD UIDNINLNBN1TIY

310 MTIRUNLIAUNRNTIN LUUUAAALAEY Yisonquyana ¥38n15338wuud151a duniwaldn

UseiR aunuingu (focus group) Useiulusunsy wseisnsieafiunsuseiuamnn (Quality
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‘Vill']EJL'Mﬁ].

1. MsRansanlasanIsiuuLsesn (Expedited review) ailianansalvmanisiarsandu “Iw

M3susee” e feaiidifiarsanluanznssunisiuys (Full board review)

2. lasamsiHenlasunsinsanlinisiusesdy wasideseenstudiuunludfouwdas
(Amendment) F9EuwA lRLANLLTINaNTENU WasULUAIAMULELIY9D1@ AR
WLYULINNINNUNNITUTEIULATINTIFULUULTITA ADIUNUINANTU MUADIENTTUANS

Lﬁmgﬂ (Full board review)
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meRasalAsaNsIaeuLLLISISA (Expedited Review)

e ao do

el fularansisedinaus ilensageuauATLiIuIasanas ‘

£33

l

‘ AENUNAUMAN (primary reviewers) 2 AW ‘
1

I

‘ reviewers @ananisiatsaunliidnineus nelu 45 4u ‘

V‘ ! b —_
1. Fusadlag 2. Susnemdautly 3. iuflaudadulvd 4. hiFuseq sita reviewer (s)
Tifinnaufla wualinidinfianson’lui
¥ | " - ppree UszguAnzNIsuNI ena
- - uwlananisfiansoun Wiid UAIRANTINTON WA NIAANTRINTR reviewers
wianansiansan . e Sl o Kod 9 e
ity | | AnBumaufludoduli uAnAnaiY
2an Certificate of Approval - - n i
PP Fisnulag reviewers A | | 10T 1
(Expedited)

ddiniansanlu
MlszguAniznssuns

wanansiansanuazean

Certificate of Approval (Expedited)

l

aqtuanisRansonudaissquamenssune dansu

‘

6. vannN1IUHUR
6.1 N153UlATeN15IY
1) Wwhdineus Sulasimsldeangide nfeunmsiaaeuauasunuvedlasiniside

2) awuiinTunnlasulasaniside Amuasialaseniside wagaanuneinds luayasy

lassnsIfeiieiiansanasawsn wasduiinlussuupudeyaneuiiines

3) UTE8IUANYNTINNITY 30 T99UTETIUAULNTIUNITY UTB LAVIYNITANLNTIUNIS
AS19EUINLASINITIVETANWULAIUNANNUNNAZRANTUILUULITISA ATUNUNUD 3

(ECMSU 05-09) wagfadseUmananlasinsiumizauiasinnsanuuuisesneig
6.2 MIAALABDN1IATINISTITENAZNIITUILUULTIA

USEEIUANENTIUNITY I8 TOIUTEGIUAMENITUAITT ¥T0 LEVIUNTIALUSATTHNNTY AnLaen
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2 '
U ]
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Taelguunasy (AF 06-09) In15uisLALlATINITIFENAIUITASUNISRINTULUULSISA #19)
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2) msveusuwAlasInITITumuisadntesluvinldiaudswiude wazdulasanisiniunis
SUTDILAT
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o

798 N1599USUBNLENANTANTLIILALIUB UL BUVRILATINITIFYLALTNIUNITTUTOIWAT LD
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1ATIMINAUILATIYNITAMLNTITUNITT HORTAUTILANENITINNNTT ANENTTUNSLANYR
(Full board)

6.3 VUABUNITNAITAUIIATINITIVLLIISA

1) NITUNITY AVUNIUNEN (Primary reviewer) AlG5UN1IUEUNLNEIINYTEEIUAMLNTTUNIT
139 LAVIUAITAMENTTUNITT TI1UIU 2 AU NUNIULATINITITEAIULUINIIAITAIITUN

[y

1ASINTIVUNEUUINANTUIATILSA

2) NSSUAISY 2 AU NINTUIRAAUNTZUIUNISAANTAUN IASINITITELUULTISA tlAslganiu

N1 7 Tuvinns (1 &Uanst) nendaantesulasanisiag
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Va

A3deuily areluian 7 Juvinis (1 &dand) wasimuasvezatligidensunduniyly

va o

KA1 14 Ju¥innis (2 d&dand) wnnladinnsmeaunduniely 60 Ju 1ASINITILANDBU HIVE

Y kY

AeeulAnIZNITUNNST NS LML
6.4 N15ANEY

1) TunsginasanlinissusedlasinIsivy ATTUNTTY ANUTIUL UILEUEUIEEUAMENTIUNISY

S TRGRIRY

2) lunsdiinssums giansanlassmsideiaueliidriansanluiussyunnenssunis w3e
< va av o 1Y) = . ! ) Y o Ay O v
ANUIUYRIETTULATINTIAERITUAINESS (Risk) Tinsaiu Trdilasannsideiiudn

15l UNUsEyuAENTINNIS

3) lunsdiniinisusuusaniluiienissuses agdelingsunis 2 viudununiu 1 59U widn
v o - o A v yvo ) o - o 1§ w
nssunsivetauslvuilysoun 2 medrinauy Weldsuaduiusuuiseudn 2 asddle
Use5IUAMZNTIUNTT W3BlavIunI1sAaenssun1s Wudasisaeuaunsudiudnass Tn
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6.5 LIINANITNANTUFREATY
Usgsrunnznssuns iudasun Wmihiidiinem deavsnoudmanisiansaniiade
ISEUTRUUAT LavoRNIONAT LBNANTTUTEINITNAITUATUETIUNTITUIUAUKUULIISA (AF 08-
09) adun vy unKITe wae Certificate of Approval (Expedited) (AF 07-09) atun1w
Snqu (He¥eswe)

6.6 iniausluiiussyuanznIsNNT
lYIYMIIAAzNIINNTY thlassmsidenldfunmeumuiinsanuuusssn udsieiiusy
AnuzNsUNS Llelrnnsiuses

ya o/ o/ =

6.7 nsallulasen1s FeUszs1uAMENIIUNITT WIBAUIYNITAMENTTNNTSY WuIdenanyse

v
AR pett

WnumuALN 1 v3e 2 UFURMTIIUNUUTEIUAMENTINNT YISOIAYIUNTANENTIUNT

WA ILLANTE
7. Atieny
ANMULEEIIDE pNgRaRNULEssN lunAANNLEsI N ARV UL LTI MU E I TUYeY
(Minimal risk) ~ fid19ulassmsIdendguamund
8. AMAKNUIN

8.1 ECMSU05-09 nausin1snuyiulaseinIsidgnuuLiesn

8.2 ECMSU06-09 WUUTI8IUNITNUNIULUULINTA (Form of Expedited Review Report)

8.3 ECMSU07-09 LanaN33usadasuuLsasnn1widangy (Form of Certificate of Approval
Expedited)

8.4 ECMSU08-09 tana133uIaanIIiaIsuIasesIsuluuLsesa

9. 1@N&1591999

9.1 ICH Good Clinical Practice Guideline. N94A3UANYT d1TNUANLATIUNITRINITUALEN

NILNTNEATITNGY W.A. 2543
9.2 LUIN9935IIUNTTYIITETUALLIATIR  BusURSEsITUNTIeluaululsewalneg w.e. 2550
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ECMSUO01-09

[

NA9NlASINISIENEINTITA LASULNLIUNITNAITUIDSYFTTUNTIVY

@

Tassnsisefianunsoldsueniunsiansanasesssunsideldurlasensisefiidnvasseluid
nuiedunmsine Tnedeadulasinsisedisiunisluanfunis@nundildsunisiuses
wmsg AerdestunszuumsSounsasumsUniuasnuisognsmanslyinisnsinuey
Weuewesan iy 1wy IsemsusuitnsdeesdeddtutnGeu Tan vedul envevisudiou
AzuuY viseUszAS MmwainSeu 90 stutlusieivledvniliusudeuiinsaou ns
Usziflundngns nMsuseiuaunImnIsAne
NAREUszendisysziunsAnunludunssuiunsivl Whlaasdndulosgeiiveing
(Cognitive), n15311a48 (Diagnostic), dussaNIN/AUALR (Aptitude) #3 maé’qué/maé%%a
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lasvsnuRasadle

1%
= o

2.1 msifuteyauazdeyaildlsifetfesmseustiuwiyana
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Apvnaursvieilof 1deTonaluen@n nihiinisau

MmAdedahnanmaifegudwmihmsiengilmilunmsnilagbidenlosdeloyadiuyana

iy Benesinamansatuielameediner 10 U dounds us
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nuAeFvhmsanluwedfigevie @i (Commercially available human-related cell

lines) Tuasufjuin1s (Laboratory isolated human cells)
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mmgm%ugimﬂa Inglinsenuteyadiuunnauaslidasengmaneg

MATuRtuTaTe aunmvsseswazeuienelavesiiuslnalun e Tngemsiithen

nadeudeslaandy uazliunsgiumuderimunvesdiniuanenITuNTOIMTHALEN

189U (Case report)
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nauaul3fiey meideludianvidoguosanin sy ldaunsaveiunsfinsanuuusny
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2. TasimAideildsumsinnsanlinsiusesd waeiidefosnstudundluutsundas
(Amendment) Ssdhuuludiufuduiinanseny Wasuuasandomesormasinsfifinty
wnninnasinisUsadulasinsifonuuenunsfinnsanadessunside lesmsidedy

Talanansavesunsiansansuusniula
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deursnuiedesiuasisae lasinsidetuliansavesunisiansanuuueniiy

e

b

e

96




AMLNTSUNITIIUSTTUNNTIY IUAU
N SOP 09/1.0
URIINYIAYUNIFITAY

N3NNI IATINITITUUUUINIULAZUUULINSA o y
suld 25 nuawus 2563
(Exemption and Expedited Review)

ECMSUO01-09

Criteria for Exemption from Ethical Review of Research Protocol

by Mahasarakham University Institutional Review Board

Research protocols that can be exempted from ethical review of the IRB are mandatorily required to be

under the following criteria:

1.

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

of the syllabus that has been adjusted, for syllabus evaluation or assurance of educational quality.

Applied research protocols on educational evaluation of cognitive, diagnostic, aptitude, achievement,
survey on generalized public opinions, interviews or behavior observation of a specific group of people;

the research protocols are exempted from ethical review under the following conditions:

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

identifiable.

2.2 No part of the protocol leads to criminalization of or civil litigation against any subject or insecurity

of job or carrier of a person.

Research on known results which are non-specific and non-identifiable to any person such as a

retrospective study of the ten years cumulative pathological findings of biopsied kidney specimens.

Research related to micro-organisms that are cultured in laboratory or on micro-organisms that have

been isolated from samples which are not related to any identifiable personal identity.
The research is related to the study of commercially available cell lines in the laboratory.

Research on policies, strategies which are commissioned under the approval of the institutes to search
for new alternatives of organization reengineering, development of efficiency in work to achieve certain

international standard that are not related to any identifiable personal data, and not against any rule of law.

Research on flavor, quality of food and consumer satisfaction in general, given that the food sample is

safe and conformed to the standard of the Office of Food and Drug Administration.

Case Report
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Note.

1. The exemptions do not apply to research involving vulnerable participants. The CIOMS
International Ethical Guidelines for Biomedical Research define “vulnerable persons” as “those
who are relatively (or absolutely) incapable of protecting their own interests. More formally, they
may have insufficient power, intelligence, education, resources, strength, or other needed

attributes to protect their own interests”

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

the research protocol is not exempted from ethical review.

3. Protocol amendment with which additional risks have been identified, the research protocol is not

exempted from ethical review.
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ECMSU03-09

MaHASARAKHAM UNIVERSITY ETHICS COMMITTEE FOR
RESEARCH INVOLVING HUMAN SUBJECTS

Certificate of Approval

Approval number: ......... Y SO
Title :
Principal Investigator :
Responsible Department :
Research site :
Date of Manufacture : Expire :

Review Method : Exemption Review

This research application has been reviewed and approved by the Ethics Committee for
Research Involving Human Subjects, Mahasarakham University, Thailand.  Approval is
dependent on local ethical approval having been received. Any subsequent changes to the

consent form must be re-submitted to the Committee.

Chairman

Approval is granted subject to the following conditions: (see back of this Certificate)
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All approved investigators must comply with the following conditions:

1.
2.

Strictly conduct the research as required by the protocol;

Use only the information sheet, consent form (and recruitment materials, if any), interview outlines
and/or questionnaires bearing the Institutional Review Board’s seal of approval ; and return one copy
of such documents of the first subject recruited to the Institutional Review Board (IRB) for the record (if
applicable);

Report to the Institutional Review Board any serious adverse event or any changes in the research
activity within five working days;

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

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

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

(Protocol Number.........c........ )

* A list of the Institutional Review Board members (names and positions) present at the meeting of

Institutional Review Board on the date of approval of this study has been attached (per requested). All

approved documents will be forwarded to the principal investigator.
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ECMSU05-09

Criteria for Expedited Review of Research Protocol

by Mahasarakham University Institutional Review Board

Expedited review is a review process set by the board to review protocol (DHHS, FDA).

1. Expedited review will be conducted by chair or experienced board member whom appointed by chair.

2. Applicability:

2.1
2.2

23
24
25

The research activities that present no more than minimal risk.

If identification of the subjects or their responses place them at risk, the reasonable and appropriate protection
must be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater
than minimal.

Minor changes in previous approved research which no additional risks involved.

Recruitment materials which the standard requirements of informed consent have been applied.

Research activities that are not directly involved with living human e.g. study of donated organs or bodies.

3. Research activities that involve procedures listed in the following categories may be reviewed through expedited

review process.

3.1

3.2

33

34

35

3.6

Collection of blood samples by finger stick, heel stick, ear stick or venipuncture from healthy, non-pregnant
adults who weigh at least 50 kg (110 pounds). For these subjects, the amounts drawn may not exceed 550 ml
in an 8 week period and collection may not occur more frequently than 2 times per week.

Blood samples taken from volunteers other than 3.1, age, weight, and health condition of the volunteers must
be considered. In general, 3 ml/kg body weight within 8 weeks and collection not occur more frequently than 2
times per week is possible; however, total blood quantity should not exceed 50 ml.

Prospective collection of biological specimens for research purposes by noninvasive means e.g. hair or nail
clipping in a non-disfiguring manner, teeth if routine patient care indicates a need for extraction, external
secretion (incl. sweat), placenta removed at delivery, amniotic fluid obtained at the time of rupture of the
membrane prior to or during labor, mucosal and skin cells collected by buccal swab or scraping or mouth
washing, sputum collected after saline mist nebulization, etc.

Collection data through noninvasive procedures routinely employed in clinical practice (excl. x-rays or
microwaves) e.g. physical sensors that are applied either to amounts of energy into the subject or an invasion
of the subject’s privacy, magnetic resonance imaging, ECG, EEG, ultrasound, Doppler blood flow,
echocardiography, moderate exercise, body composition measurement.

Examining materials (data, records, documents, specimens) that have been collected or will be collected solely
for non-research purposes (such as medical diagnosis or treatment).

Collection of data from voice, video, digital, or image recordings made for research purposes.
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3.7 Research on individual or group behaviors or research employing survey, interview, oral history, focus group,
program evaluation, or quality assurance methodologies.
3.8 Continuing review of protocol previously approved without non-compliance/deviation/violation.
3.9 Protocol amendment with which no additional risks have been identified.
4. Expedited reviewers can exercise all of the authorities of the board except disapproval. Expedited reviewers may

approve the protocol or refer to the full board otherwise.
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ECMSUO07-09

MaHASARAKHAM UNIVERSITY ETHICS COMMITTEE FOR
RESEARCH INVOLVING HUMAN SUBJECTS

Certificate of Approval

Approval number: ......... Y ST

Title :

Principal Investigator :
Responsible Department :

Research site :

Review Method : Expedited Review

Date of Manufacture : Expire :

This research application has been reviewed and approved by the Ethics
Committee for Research Involving Human Subjects, Mahasarakham University, Thailand.
Approval is dependent on local ethical approval having been received. Any subsequent

changes to the consent form must be re-submitted to the Committee.

Chairman

Approval is granted subject to the following conditions: (see back of this Certificate)
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All approved investigators must comply with the following conditions:

1.
2.

*

Strictly conduct the research as required by the protocol;

Use only the information sheet, consent form (and recruitment materials, if any), interview outlines and/or
questionnaires bearing the Institutional Review Board’s seal of approval ; and return one copy of such
documents of the first subject recruited to the Institutional Review Board (IRB) for the record (if

applicable);

. Report to the Institutional Review Board any serious adverse event or any changes in the research activity

within five working days;

. Provide reports to the Institutional Review Board concerning the progress of the research upon the

specified period of time or when requested;

. If the study cannot be finished within the expire date of the approval certificate, the investigator is

obliged to reapply for approval at least two month before the date of expiration.

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

(Protocol Number.........c........ )

A list of the Institutional Review Board members (names and positions) present at the meeting of

Institutional Review Board on the date of approval of this study has been attached (per requested). All

approved documents will be forwarded to the principal investigator.
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MAHASARAKHAM UNIVERSITY ETHICS COMMITTEE FOR
RESEARCH INVOLVING HUMAN SUBJECTS

Certificate of Approval
Approval number: ....../.........

Title :

Principal Investigator :
Responsible Department :

Research site :

Review Method : Full Board Review

Date of Manufacture : expire :

This research application has been reviewed and approved by the Ethics Committee
for Research Involving Human Subjects, Mahasarakham University, Thailand. Approval is
dependent on local ethical approval having been received. Any subsequent changes to the

consent form must be re-submitted to the Committee.

Chairman

Approval is granted subject to the following conditions: (see back of this Certificate)
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All approved investigators must comply with the following conditions:

1.
2.

Strictly conduct the research as required by the protocol,

Use only the information sheet, consent form (and recruitment materials, if any), interview outlines
and/or questionnaires bearing the Institutional Review Board’s seal of approval ; and return one
copy of such documents of the first subject recruited to the Institutional Review Board (IRB) for the
record (if applicable);

Report to the Institutional Review Board any serious adverse event or any changes in the research
activity within five working days;

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

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

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

protocol (Protocol Number................. )

* A list of the Institutional Review Board members (names and positions) present at the meeting of

Institutional Review Board on the date of approval of this study has been attached (per requested). All

approved documents will be forwarded to the principal investigator.
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ECMSUO1-12

Example of

NON-SIGNIFICANT RISK DEVICE STUDIES

NON-SIGNIFICANT RISK DEVICE STUDIES

EXAMPLE OF NON-SIGNIFICANT RISK DEVICE STUDIES

®  Bjo-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 Physical Parameters

®  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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ECMSUOZ -12

Example of

SIGNIFICANT RISK DEVICE STUDIES

SIGNIFICANT RISK DEVICE STUDIES

EXAMPLE OF SIGNIFICANT RISK DEVICE STUDIES

General Medical Use

" Catheters:
O Cardiology - diagnostic, treatment, transluminal coronary angioplasty, intra-aortic balloon with control system
O  Gastroenterology and Urology — biliary and urologic
O  General hospital - long-term percutaneous, implanted, subcutaneous and intravascular
O  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, gastro-enterology, 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

®  Cardiac Pacemaker/Pulse Generator: implantable, external transcutaneous, antitachycardia, esophageal
®  Cardiovascular/Intravascular Filters

®  Coronary Artery Retroperfusion System

" DC-Defibrillators

®  Implantable Cardioverters

®  Laser Coronary Angioplasty Device
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®  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

®  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

®  Impalnted Spinal Cord and Nerve Stimulators and Electrodes
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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

®  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
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ECMSU03-12

Mahasarakham University Institutional Review Board

Reviewer Assessment Form

for Medical Device

Protocol number Title: | (ne)
(English)

Reviewer’s Name

Primary Reviewers

[] 1st Dznd D3rd

1 Full board review

Item for review

A

B

NA

A=appropriate, B=Inappropriate, NA=Not
applicable wneauiTliiesdondelidesd

Investigator’s Qualification: (Ms¥i3detiaaiulAIasilounnd Pl fasll GCP Training)

Protocol

Opinion/suggestion

1.

Research value / merit

2.

Research validity

2.1 Good rationale

2.2 Appropriate design and methodology

2.3 Sample size consideration

2.4 Statistical analysis

w

Inclusion/ exclusion criteria

3.1 Assure fair selection

3.2 Answer research question

3.3 Concern about risk group

RiSK (10 WNOM ....ooveeececee e )

Benefit (fO WNOM.......ovieeeeeeee e )

Vulnerability

Njo oA

Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process

(@ansanludiunszuiunmsvennudugem)

7.3 Acceptable treatment available

8.

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

9.

Others (Advertising, CRF, etc.)

Medical Device

NA

Y=Yes, N=No, NA=Not applicable visngaunla
Aedemitelifod

1. Imported

1.1 Certificate from Thai FDA

1.2 Detailed Description of Medical Device

1.3 Certificate of Free Sale

2. Product of Thailand

2.1 Detailed Description of Medical Device

3. Invasiveness of the Device

3.1 Non-invasive

3.2 Invasive
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4.  Risk of the Device

4.1 Non-significant risk

4.2 Significant risk*

ICF (Informed Consent form) #auusznauvaaanadis (ICH GCP 4.8.10)

Opinion/suggestion

1. ena1steayadduas/esuredmivanaiatiasiiiisauniside (Information

sheet)

NA

A= appropriate, B= Inappropriate, NA=Not
applicable vnsaailiieatowidelifead

1.1 Pdesesfiagyihniside

1.2 aenlgdntadng

P

13 fdemussyindunuide

1.4 wenafionanadaslasudglndsululasiniside

1.5 dnguszasdvedlasanisidy

1.6 nuerd@aiasinlulasansive

1.7 FBaiunisfiasujudderiinsinide

1.8 szgznafionaadnsusasaulzdeseglulasiniside

1.9 wauselgvnifinainasinliuainnsiseseaaainslangnse

waz/viousslevsoyuy / dans / inAugivl

1.10 anudes auldauiy vsernuldazain fienaisduun

oranatas Tunissnlulasenisive

1.11 madenuisnseuiunissnedu q lunsdieaadasldidnsulu

TAseInTIvY

1.12 ashiduyaeALiunie n1sdenar anullavain ldauie uas

swlafdely anasieanatinsdnsinmside Iaslivazaanitls

1.13 mMsmsShwne uansemsnwe Walanudemensesunsie

AAAIINATIVY

1.14 wiaedunuide wazaantufsidlunisviive

9

1.15 ms3dennsiugeansavaesiinisveniudueasuuaziinisl

AUINw AU genetic counseling

1.16 MsveLAUfegsimdnaINnsITy wazsreznaMiuiian1snga
Wadsluewian visafien1sAnuiudlusuian desdinisveminuduseuiie
Wiudageiwde winisldsagaiuazdas Busedinauenssunisasesssy

NIT0UN

1.17 yanawazvangavlnsdnd ianansadasieldnaen 24 4lus Tunsedl

feranadinsinmanisaldulifisUsyasd

o a a

1.18 MUNEL@UNIFANTETNNUANLNTTUNNTRINTANSUEITUMTITY
ga@dAsaNIsaRnfenstiivesoasyy

mniinsufuanlidulumadeyaluenaisving
Yy o val
ANNI0FDUFIULAT e )

1.19 fenansfeyas atuiimngdmiuinery 7-12 3

(dnredmsudnlugiseradinaniiazidlale)

2. NUedauanLIAUNBUERNLTN3INNT5IVE (Consent form)

o

2.1 fideanu “eranadnsidasyNzUias MsenouRinlasiniidey
dielefld Taglidiinalag senisshwmeruiaiiniseslesumuuinsgiy wie

goydenausgloviila Aiaglasuauans”

2.2 UM ISNwIANLGUYeIteyaiIiuetaalns

2.3 ANUMIIEaNYRINTSasUlag linsIun1sIdy waz/vse Hunulay

YOUMENNUE

2.4 AMUMNITANTDINITUAAIANEUBBNVRIIITINN T8 1
@u1saeuasdeula
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2.5 AIIMNNZANYBINTLUIUNITVD assent UaznN15aduy dmsuiin
91g 7-12 U

Decision: Risk/Benefit Category

[] Research involving not greater than minimal risk.

[] Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects.

[] Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield

generalizable knowledge about the subject’s disorder or condition.

[] Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem
affecting the health or welfare of children.

asUnan1siansan T 1 %uses desneauanufinam
[ 2 viuwsudludieuses [ w0 3 ifieu
[l 3 Ysuusudlosaziidiionsantm [ v 6 idieu
[l 4 ifuses [ fuganiside vdelshiu 1 9

Reviewer’s signature

( ) Date of review ......cccccccveeunee.

Meme aunsalNdaudsge (Significant risk medical device) nunefisgunsalfidanudssonisidedinietluly
fanudgaranisiinanufinisagnanisiialuly deserdunisiidauselreiuisuseinnivedaaiunisidedin way/

W3eAuiinIsNaaintuaIngunsaltiug Wumneesesssunsvinideluaululsemalve w.m.2550 wih 42)
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ECMSU04-12

Mahasarakham University Institutional Review Board

Pl Self-
Assessment Form

for Medical

Device
Protocol number Title: (no)
(English)

Reviewer’s Name Primary

Reviewers [ Full board

(st [Cond review

|:|3rd

A | B | NA | A=appropriate,

Item for review

B=Inappropriate,
NA=Not applicable
mneanulsiifendes

iy
y3elifaqdl

Investigator’s Qualification:

mMsiAdeienfulasaiie
unnd Pl fasdl GCP

Training

Protocol

Opinion/suggestion

Research value / merit

Research validity

2.1 Good rationale

2.3 Appropriate design and methodology

2.3 Sample size consideration

2.4 Statistical analysis

Inclusion/ exclusion criteria

3.1 Assure fair selection

3.2 Answer research question

3.3 Concern about risk group

Risk (to Whom.....ccccovvvveveeen

Benefit (fO WNOM........oiieeeeeeeeeeee e

Vulnerability

N o e

Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process(#ansannszuiunisvenuduge)

7.3 Acceptable treatment available

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

Others (Advertising, CRF, etc.)
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Medical Device

NA

Y=Yes, N=No, NA=Not
applicable vn8AIININ
Biietomiolided

5. Imported

1.1 Certificate from Thai FDA

1.2 Detailed Description of Medical Device

1.3 Certificate of Free Sale

6. Product of Thailand

2.1 Detailed Description of Medical Device

7. Invasiveness of the Device

3.1 Non-invasive

3.2 Invasive

8.  Risk of the Device

4.1 Non-significant risk

4.2 Significant risk*

ICF (Informed Consent Form) dauusznauvaitanads (ICH GCP 4.8.10)

Opinion/suggestion

1. wenasteyadiduay/esuiedmsuanaatiasiiidisauniside (Information sheet)

NA

A= appropriate, B=
Inappropriate, NA=Not
applicable #u18A1397

liinendewselinadl

1.1 vdedesiagyiiniside

1.2 awilddnladne

P

13 fderuszyindunuide

1.4 wewanoaadaslasulyliiisululasmside

1.5 JngusvasAvedlasinisivy

1.6 uueranainsmdisinlulaseniside

1.7 FBauiunisiagujuinderiinsinide

1.8 szeziiafionaadnsuwiazaulzsieeglulasinside

1.9 WaUselgvNAInI1 i uaNINNSITeReD1EEIATIAURTS
waz/viousslevisoyuy / dann / RnAugivl

&

1.10 anudes anuldaune wsernuliazain fonaiaduwn

oranatas Tunisisinlulasansive

1.11 medenuienszuiunmsinwadu ¢ lunsdinenaadasliidiswlulasenside

1.12 mstrdusaweandiunie n1sdenal anullazedn ldavty wasswlaideld ainnisi

91@1@dAsSIINIINNTINY AN kava Al

1.13 mslinsShwnetuansen1nwe Wellnnudeensesunsieninainniside

1.14 unasduyuide wazaotunsiulunisviiide

1.15 ns3demaiugeansasdesdinisveninuBuseuazinislidUsneniedniu genetic counseling

1.16 A15Y0LAUMBE1MmARIINN1TITY wazszesaliuiion1sasaiuiuluouian niewia
msanwndlusuian Fesiinisvenuduseuiiiaiiudegaiude winisldfegruiuardes Susedld

ABIZNTINNITITEFIIUNINTAN

117 ypmawaznineavlngdn iasnsadaselanaen 24 4alus Tunsdifenanadasiiamsnisaldulsl

faUsvaen
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1. wnarsdeyaftway/asursdmiuaiaiaiasiiiiniauniside (Information sheet) A | B | NA | A= appropriate, B=
Inappropriate, NA=Not
applicable #u18A17

linendeswselifadl

o a

1.18 wngaulvsAmsidtinuanznssun1siasandsesssunsive Nenaadasannsafnsensaliide (mndnsufuRnly
Foauu Julumudeyaluenans

' Yy o vl
Muaunsnieaseulad

1.19 fienansteya atuimngdmiuinety 7-12 3 (Fnwndmsudnlugag

agdananfiazidlale)

2. MiledauanLanUNBuEaNLtN3INN15IVY (Consent Form)

2.1 fidoru “eranalinsidassiasufias wionauiiainlasinisidedielails Inelifinala sonis

Shwnenuiafinasaglasunuanssn viegadenaustlevilan Afaslasunudns”

2.2 vouaMIsnwAuduvesdeyaieliuetaalas

2.3 AnuvsnganveIn saslaglinTiun I uag/vie gunulagveurienging

2.4 AnumINzaNvRIN1skanInINBuseNveadiinTiunTITenliamnsneuuas ol

2.5 AIANITANTBINTEUIUNNTUD assent wagN1SasUIN dmsuiineny 7-12 T

Decision: Risk/Benefit Category

L] Research involving not greater than minimal risk.

L] Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects.

] Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield

generalizable knowledge about the subject’s disorder or condition.

L] Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem

affecting the health or welfare of children.

Investigator’s Signature ...

Meme aunsaiNdaudsge (Significant risk medical device) nunefitgunsaifidnnudssionisidediniletnluly
Janudeeranisiinaufiniseg1ea1siiathluly deserdenisindanselveiuislseunmiiadesiunsidedin way/

W3RANUANTNNAANTLINQUNTAINLY (WIN9asssIuN YN luauluUszmelng w.a. 2550 i 42)
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SOP 13/1.0

N15NR15UIATITINITIVYNEINAULININEAAINTS
Usuugeudle

(Review of Revised Protocol)

Fuld 25 nuniug 2563

luasunisaiedsaniiunisunnsgiu

atudl 1 atiufl 2
W.A.2563 W.A.256...

wizalag AMZNIIUNITENINNITANTUNTUINTFIY
Fuiliaue 20 WAINNBY 2562
nunuleg AMZNTTUNITENINNITANTUNITUINTFIU
Fuinumau 26 SunAu 2562
auililag 599A18NT19158UsZENA AIlA
Aumia 25N1TUANNIINYIRBURIFITAY
FuiteusTa 25 NUATWUS 2563
nsuAly -
msgwaﬁuf’ﬂm L‘ﬁlilLﬁ%ﬂllﬂ'TlSJW%’El&l?JﬂQﬂqi%ﬂgﬂiaﬂﬂqﬂﬁgquﬂqi

UURMUUDIANENTINNTITEFTIUNTTIE TuAY

UNINYIVURIETAY

atuil 3
W.A. 256...

wseulag
Fuiliaue
nunulag
Fuiinunau
ayiilay
ALnL
Fuiloysid
nsuAly
wiauaiudly
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ARIZNTTUNTSITYSITUN5IFTTUAU
- o SOP 13/1.0
UM INYIABNAIEITANN
nsRasanlasesensitefidenduitnunniendenis
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ECMSUO1-15

Mahasarakham University Institutional

Review Board

Study Report Form
(Final Report)
WUUTIBURAETUNNITY

Please attach the Executive Summary or Abstract of the study with this report.

IRB No.: COA No.:

Protocol Title :

Study Code :

Principal Investigator:

Phone number:

E-mail address :

Sponsor’s Name

Address:

Phone : E-mail :

Study site(s):

Total Number of study participants :

No. of Study Arms:

Number of participants recruited in the study:

Study materials:

Treatment form:

Study dose(s):

Duration of the study

Objectives:

Investigator signature ...

dated............ 2 VAR

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

Reviewer’s comment (Iﬂaﬁmimmmmmzamaﬁ']mu WAZNITTIUTMONEEIAT MADAIUAMUABIRDDIEELATH

Wasuwlasly):
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N1 08 ULITALTEUNTINE A protocol deviation is a less serious non-compliance

Protocol Deviation with the approved study protocol. A protocol deviation

presented in advance of the event may be considered
acceptable by the sponsor (if any) and the Ethics

Committee.
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Protocol Violation protocol as approved by the Ethics Committee. A
violation is a serious non-compliance with the protocol
that can result in the exclusion of a patient or their
results in the study and in some cases a charge of

research misconduct.

AUENITUNIT AMENTINNITY TNASUNBUNNIEINUTLEUAMLNTTUNNT T

INISATINTL

AMANUIN

7.1 ECMSU01-16 wuutuitngienisgldufianulaseniside

LNE1SD19949

8.1 ICH Good Clinical Practice Guideline. N1@3A1UANYN F11UNUANENTIUAITOINITUAZE

NITNTNEAIBIIUEY W.A. 2543

8.2 WUIMNNATUTIIUNTNNIUTUALWAITRA BusUISesTTUNTIdeTuALlulsEmAlne w.a. 2550

226




ECMSUO1-16

Mahasarakham University Institutional

Review Board

Protocol Deviation/Violation Report

wuuduiinsenshivjianiulaseiniside

Wadinsliufufny WWesu viieddulasinisidy
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U

IRB No. COA Date: / /
Study Title:

Study Code :

Investigator : Contact No.:

Institution: Contact No.:

Sponsor: Contact No.:

Description of the

deviation/violation.

Please describe the impact of the
deviation/violation on patient safety

and/or scientific integrity.

Please provide evidence of
acceptance of the deviation by the

sponsor, if relevant.

What steps have/are to be taken to

avoid a recurrence?

Are any changes to the project/protocol are required? If Yes, please complete and submit an amendment.

Date:.

IEC/IRB’s Decision:
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