ABANTUNITUINTFIUDILFITUNTIVY WU
UM MNPIFYI1VNYUATUFH
AUUN 2 W.A. 2560

Standard Operating Procedures of Ethical Research
Involving Human Subjects; SOPs
Nakhon Pathom Rajabhat University
Version 2 B.E. 2560

ARIZBYNTIUNITIILSITUNITIVE LUUY e
d01UUIBUATWAIU
UNNINBIAYTIVANUATUFH

WHBNIAU 2560



ABAHUNITUINTFINRTETTTUNT IV Tunywe
UNMNPIAYT1VNYUATUFY

aUuufl 2 W.A. 2560

Standard Operating Procedures of Ethical Research
Involving Human Subjects; SOPs
Nakhon Pathom Rajabhat University
Version 2 B.E. 2560

ARIZAYNTIUNITIIUSITUNNTAIVE LY
#01UUIIBUATWAILN

UM MNPIAYI1VNYUATUFY

WOEANIAN 2560



(2)

yontlada BANTUNTUINTFIUITESIIUNTIFE LUNYEE adun 2 w.A. 2560

Standard Operating Procedures of Ethical Research Involving Human

Subjects; SOPs. Version 2 B.E. 2560

—_

e
A =

13.

v o Ny kR LN

FNENIIANTITENNTTU
AER319158 A5.UST UM
SOIAIENTIANTE A5
599A1@NI19158 937N
JRIFNEANTITE A5.AURAT
S09FNERII1ATELEST
SOIAEANTIATIUTIAG
AEA1EaNI13158 AT IRASHY
WU

UBANEN

AYILAIERTIA75E AT.WNYTANG

219158 A5 3tansal

AeA1ans19158 3. Jgens

HnaUsaIuaULazINn

ISBN

v

NUNASILTA

AIANUWLAE

1.

2.

HYIEMEn519158 AT.NIANA

YNANILDOUNS

o L4

UNANIAITHU

#0NUWITILATIRLT U INYIFYTIAYUATUTY

ANvoU
TonAuun
\ieas55u
Uszafay

'3

CUUNIA
u

h]

neusysal
GG
NREGRYI
BulseAnade
Lﬁﬂuwﬂqmé
9148

1ARS TN

Fu 4 orsqudfnuianndminuasugu

Ae1ENTan TNt uAZ TR
WL UUITL AT WAL

WINENANIUUITL AT WAL

Uil 85 1y 3 aunaNAeuIY gnawles JmiauaTUTH 73000

ANyt 034-109300 79 3904 E-mail: ecnp.npru@gmail.com

Y o v v a 1A L3 a ! - 1 a
agzymiwm‘lﬂimwanﬁmm LNEJLLW%LWEJUiZIFJ‘Uu‘VI'N'J?J"Iﬂ']i NIDLNBENLEINNTT

AuAsan1TITelunyed wazvendusImilalun1sdnsdiunasinandoeg



(3)

ANLEN ASIN 3

v
a =

wifsdo “FindunsunsgiuaiesssunAdelunywd atud 2 ne. 2560”11 \iinity
311N15390k595701 ANANEaYNTIUNITITETTTUNTITeluNYEd U1 inedusivdyg
upsUgu e mdnnaeiLagUfiRnsia sulasansideluagwd Whdulvegied
UszAnBaw uazgndeswnuninsgiuaina seziundeusslevdessgslunisdaaduli
Ao 9 MAsdestuiywd voswinedy iululfeslannm uazifaussloviide

dany Tunisiaun vseudtaviniewiuing q vesviosdiu giinia wavvesUssinayddell

Vel NUYDVBUAMAMEDUNTIUNITITETTIUNTITEUNYYE LavANENTTUATT
NOWLNDNITITUNIIN 8T AYUATUFUNNYITL Dleunusintawssla Tunisiaun

AVITIEANTINNTUINTFINATEsTTUNTITe UYL adud 2 veauninedesuiguasugy

Fuy wazvelinsadunisvesnareynssunTIsesssunvelunyed [Wuldseaiy

~=Y

({Yremans1ansdauay Jawug)

Savusousaly

95NSUANMINeIFE VA uATUTH

N WAIAU W.A. 2560



(4)



(5)

AU AN 3

AMEBUNTTUNITITESTIUNTITo LYY unInedesivdguasugy tading

N15USUUTe “TFaniiun1sunsgIudsesssun1sidulunywd aduil 2 w.a. 25607

% & A

I 2 wa LY ad o a
Gli]ﬂi%ﬂﬂﬂLW@LUHLLU’WINGL‘L!ﬂﬁiﬁTN NUNIU BUUA LLﬁ%‘Uﬁ‘U‘U§ﬂLLm%’Jﬁﬂ’]Lu‘lm’]ﬁﬂﬁﬁgﬂu

1 '
(% T~

Sops Tunntunew eyiglinuounsTuNIs WIMTAd NN {378 Lagifeitedu 9

IodlatuneuresnisujiRnulmiulyauninsgiuegiuduatednualdnes dmsuns

U s

UFuU39mseRl 3 Usenaume N1sUiute “AnounIsunssesssumdulunyyduasdnl”
iy “Anzounssun1sasesssunsideluuywd” nsuiuussuunesy uuuysziliuves
BUNTTUNMTHNUNIUNEN (AF 09-07) nrwrdange Iidunwlneifiaidin nmsifiunisuims

In151ATIN15I98UUVEALIU (Management of Protocol of Exemption Review) (ECNP

[

09/02) 53RAAIT “Uazdnd” NusIngeglunsazniesnliigndewazaennneeiui
B

(%
LYY

At AERUNTIUNITITEEITUNMTITeTuNYEE unTInedesvdguasUgy 3w

wilsde “IFanfiunisuinsgiuasesssunsidelunywd atui 2 w.e. 2560”7 azilugile
n1539glunywd NUGURAuTIUUaNess (Belmont Report) nguisuidsn (Nuremberg

q

Code) 9385353 lUuN153en15Quaguamluyseimaniaaiaun (The ethics of research
related to healthcare in developing countries) ¥09AMENITUNI1TTITUSTINUN T an
(Nuffield Council on Bioethics) sautaifunisadaasuy waundnidelisninauideedid

W3 vnddeianainusenisle AugeynIINN1TITEETTUNTIdETuLYYY BuRtousy

Awuzi Wensusuusunlelvignieduasiely

= m Lo T v - Lt R P o T

- O D

AERIINTETEANTIU Aoy
Use5UANEILNITUNITITUFTTNNTITE UL Y
UNINYAYI VN UATUTH

N WAIAU W.A. 2560



(6)



)

ANTAY AN 2

WNINEIRe A uATUTY Julsuisdaaiy aduayun1ide wasiauiynaing
AIUNITITY AU “UTENMANMINGNEI YA UATUTY 1198NBULINBNITITE W.A. 25557
Feanlun1500n “UseN1AUNIINgIde51¥TUASUFH L1589 NanNINUNANITHAITUN

lasan1s3delunyud WA 2558”7 LaghaIfInneounITUNITITEsIINNTITeluNywd

¥ ¥

UsenauaiggnIndinaz et luaividis q e siuiudavinusenia vanin

Y 9

U5uU3938andunsuinsgulniiusz@nsain 5umefiansaUsziiuni1993esssuves
1A59N153989IN01913¢ YAans waztinfny) unIne1dessdiguasusy veynaanIeuen
Fadunsaseanulinadannetanadaside Untesenaatnside andunsiela 9 Noraiina

NANMURANAINUNITNITIINITY

wxd o a

o A a a v L v A P I dy
NUED 'Jﬁ@']LNUﬂ’liiﬂmii’]u@]iﬁJﬁiiNﬂ'ﬁ’J"i]EJIHQJH'HEI AUUN 2 W.A. 2559718

'
v ¢ v A

UYSuugaunann wilsde “Iaanliuni1suinsgiuasesssunsidelunywduazdad adud 1.1

w.A. 25577 Ingdinsusulsasuulesulvainugnaes Msiuvaninaein1snasuIkuY

1%
v o o 1

g SIUNARATI “hardnd” AUTIngedluusazvieanlvignisuazaenndesiunuay

dll Y < B va o v o a = 4 o ao A
delviluailefiansanewd® nuniu Yuusaunle duds g wselvin1sduses n193de

Nevpsivyed 109 ANraUNITTINITITESTTINMTIdEluIwd {338 )lviwide Augvinu

q

'
¥ Y A o U

Wntnd1dnau wazgineitesdu Wilatunouvesn1suUiRenu e suiudiiunis
dasuANATRIRSESIINNTIENTITelunyydva s Inede s guasUgulviaaiy
v < <

Wuwde waziluuinsgiuaina

G]IEJI‘U W/[ / |

HYILA1ERNI197158 AT HUIANR 818
He1ensan T uITe kAU
UNINEYI VA UATUTH

NOWNIAN W.A. 2560



(8)



9)

' ¥
ad o a L S

“FBandun1sunsguasesssunisidelunysduasdnd adun 1.1 w.ea. 255774
Junaduiiosninauzeynssun1s9sesssunisidelunysduazdnd uniInede vy
unsUgu lodnvimdninadivasuuiujiinisiiansanlasinsideluuyed dedunseunse

1

AfeUsznauN1siaIsanasesssunsIfelunywduazdnd deazlulssleviedgisgilunis

Y

a 1% awv A ) ¢ v ¢ & a % a v & 1%

daaSulinuidene Mneesivuyed §0d Wuldmudanedeuvesumningds {uldls
' = a a = < a a LN -

ag19ilusEdansnm A Julumuninsgiuasesssy wasiindselovisadann Tunis

W viSeunUavinieniusneg Yaeiesdiu Qilna uasvesUssmaniisely

VN8l HUVOVBUAMANEBUNTINNITITESTIUNITIdeluywduasdnl uay
AENITUNITNBINULNDNNTITEUNINGIF 85T UATUFUNNYINU Nlavumusaniensila

Tun st wIIninIsantdunisuinsgiuasesssumdeluayeduavdnd adun 1.1 veq

WMINYIF VAN UATUFUTUL Uazolin1saluNITUeIAMEaUNIIUNITITUEITUNTITY

—xW

({Yrwmansnansdauay Jaiug)

o 6

Tunywduazdn i dulumenuissuioasaly

93N1SUANMAINYFY T UATUTH

WEAINYU W.A. 2557



(10)



(11)

AU AN 2

elvinisAnduauves “anzoynssunisaiesssunidelunywduaydnd
UININYITETIVAYUATUTN” aU150ATUNT0819T11ATFIUADAARBIIULUINIDTUTTTY
Foana samenguaneiudn dotedu uazdormuavesesdnafifuguanisifely
Uszmelng

ANEAYNTIUNITITETITUNMTITE ULy duardnd TaMauUsuyse “Iantunis

w2

umsguaTesssunAdulunywduazdad atuil 1.0 we. 25567 Wy “Ihudunsnesgiu
Wussaumaifelunywduasdas atiull 1.1 we. 25577 w@uddudunenis aduiiaesves
uningndesvsguasusy Tnsudludernuludiusig 4 Tidaauinndy, Ufudsauuuledu
s 4 TidenndasiazasounqunszuIuNIonndunou, davh “gilensvaiusessiosssy
N33 Tunywduazdnd w.e. 2557”7 wazifiudumeunszuInNsinnsunatesTsunside

Y Va v o

lngdruleauaraInligIdeuianslasinis waznautednauieAMEaYNITUNIT
doassarndnlafisdussniedisouasanzoynssunis

weil Wedunisa¥isuuau JURIH AU TnATe Wauaszuunisdndunues
ANNZOYNTINNIT Wazad1auInIgIuWITeveumiInetdes i guasugy Tiduluaiy
1RsgIuasEsTIIMITelunyuduardnd Misduasesenatalingdds fiezldsunanseny
NNMIIIEY ruardunnden wagdaiinide

AMEBYNTTUNITITETTTUNTISeTuNYwdLardnd umInedus1viguasugy
Y0UBUAN FA.UN.UTA1 MAUseAns Uses1uamenssun1sasesssunisideluay
nquanan1tu yail guiaensaiumiineds uarurgunndide luaifau Uszsu
ANENTINNITD3555UNTITeTuAY aorduimuinisAuaTaInsIdelunywd aaduide
STUUASITNAY NENTHAsINgY Badledeya Aud tonansuilvde uuavnaaina
31818 &n258555un15398 (Intemational Guidelines on Research Ethics) 538191
ARz IsAunsnsg L uagldmthfiynauiddiusaalunsdninisdudunng
wmsgIuaiessaunideluyvduasdng adul

ARUEoYNITINT Bufiuduuziuazdinsanndm euiuusudluliivangay
warauysaifatusely = :

kY Fa Sl e

HYIeMmans1a15d wndunmdeda 1ad
U5E51UANYOUNTINNTATESTTUMTITelunywduasdnd
UNNINYRYIVAUATUTH

WEAINIEY W.A. 2557



(12)



(13)

ANNEN AT 1

HUYDUARIANBURANUAMEBUNTINNTITUFTINNTIFE UL YO uALERT unInede

uAguasUgN TeildPaemansnansdindunsudedad lod 1ulszsnu Aldvaensngiu
F3ussIuNTIdelunyeduazdnd dnvimdninaeinisiansalasansidelunyed nueikay
LU uRlunsiasanasesssumMMTelunywduazdnd wasnilde “IBadiunsuinsgu
W3usssunsIslunywduazdnd atduil 1.0 w.a. 25567 ileilunseuniegiievszney

[
[ (%

N15W15001938555uN1 I8l Ny wduasdnd YU Ing1dus1¥iuAsUTHALLIATILIN

e

1 [y

WRAWASUANAILITOIAANIANTY TNV UNANWIVIUNIING1ae T3 deinedd9n

[y

UYWELaTdRINUNANIVINTLALARAATDIIULLINTTUSTIUANG

&

nilede “IFAduN1TNINTFINASEsIINNITITeluNywduasdnd adun 1.0

w.el. 2556” wauil aziluuszleviegreaddunisduaiulnanuidesng 4 Mneidesiuuywd

% IS a

¢ a ¥ a v & v a a a &
dn7 wardwwinday Yasuninendellululeegealiusednsain daunin waziiauselavyl

9

sodaay Tun1swaun vSeuitavinieniiuning 9 vesviesiu glinAuazvesUsewmaviAsely

6 U (3

Vel HUYBVDUAMANYBUNTINNNTITUSTTUNTITe ULy dkardnd unmInede

a

udguasiguyniiiu Aldvumusinisusdalunisimuidnyinisantunisuinsgiu

1 £
[ v A

F3ussIuNTIElunyeduardnd atun 1.0 veunmIng1des1viguasuguduin wazeely

M3 uNIsYBIRMEEUNIINNSIsETTINNTI s luLyBdwazdniiuludennudeuioy

fabu \

({Yremans1nsdauay Janug)
93NSUANMINEFE v UATUTH

WYY W.A. 2556



(14)



(15)

AU AS 1

U990 n1sAnuidelunywduasdnd n1swineraransavain deaueans
uywemans ngAnssuman wasdunden Mduflseniuvesaina deadusuinnsia
ndngu (Evidence-based) tufe Aosiindngruntunisiigarilaeisnig (Methodology)
fdedelssesiu

iielinsdnduauves “anzeynssunisaiesssunisiselunywduasdnd
WNINIRYIVAYUATUTN” F1U50ANTUNTEENTUINTFIUABAARBINULUININITYTTTY
anna Taangneindn detsdu uasdetmunvesesinsiiuguanisidelusemelne

ANEBUNTITUNTTATETTIUNTITe UL wduazdnl Fednvih “TBandun1suinsgu
Besssunsitelunywduazdnd adudl 1.0 wa. 25577 wuil Tudunenisatuninues
uIneduvAguasUgn Tnefmunsiunanind unumaisie auautAvesnssunsg
oyN33UNTT ALy deulunsuseis drdnau Tassadswesdioinryns ssuunis
viaunelu uavesduszan ieluunujiRvemndelaonndostuisauiuanun ui
fvualifuasdnwaidnes nsruiunmsfinnsanaiesssumAdelunyuduazdad ifieliAn
andesiuimndiesiidaulumsduases dnies avs audasndouazauduogia
vosganaiasuarguy naenszernaoglulasimsifoussvduatadunsife

nsfnuidelunyuddy munefnisieumeass Ssndursdesufifdeuyud

nnaufduoiaadasegrsgnieunuzan TufoasfosljuRnumndnasesssuinfmenside

AAgatostuiyed Fadlagiuiindninueidanandsznmalivasduiiveusulusedvaina
FIUIUNIN U BUINIIRTETTTUAINAFMTUNITITe TNy EE YoIan199ANITAINAAIU
IrEmaasnITng samduesAniseunsialan nie CIOMS Guidelines 2002 (International
Ethical Guidelines for Biomedical Research Involving Human Subjects: prepared by
the Council for International Organization of Medical Science, CIOMS) in Collaboration
with the World Health Organization, WHO), AU sgnreitaadan (Helsinki Declaration),
S189UUaND98 (Belmont Report), ﬂ{]igl,im‘ﬁ%ﬂ (Nuremberg Code), 255558 luUN15398
n1sauaguaInluyssinaniaaiaiul (The ethics of research related to healthcare in
developing countries) ¥99AMENTTUN1TTI95us555uUNNaa (Nuffield Council on
Bioethics), Lm’mmm36?’1Lﬁumié’m%’uﬂmzﬂﬁmmséhm%aﬁsimQﬁwﬁwﬁmmuﬁﬁmw
N13ANIITENITIITVANERNS” VosasAnITauIdelan (WHO Operational Guidelines for

Fthics Committees That Review Biomedical Research) tdusiu



(16)

Tneiialy n1sAnunidelunywdnduneeuiuvesaina du1nsgiu 2 Usznsises
UUR Ae

a o

1. 9zRosll Inquszasdnayszlleuisngnavamumani¥Inig (Scientific Merit) uay

9
IS CY%

2. 9ARNiNNIPUADIANAIATIIMUNANITYTITUANAYDINTILNY 3 UseN1s Ae
2.1 ndnnswesnludnaasvesruduuyue (Respect for Person)
2.2 nanwauslevduaznislesiudunsigsestaradag (Beneficence and

non-maleficence) Ain N1sUfURseaaNAlATIEAIEINUNR WIaNYIdaLaslaviluds

a

Mdudumnsie (Do good and do no harm) fieeaatias way
2.3 ndnAugRsssu (ustice) wiensufjufegrnlusssusioananasing (Fairmess)

svafosfinnsanilifininenisuguruniontaataslunisite uazarudasasovos
YUYUA Y

Ensiiiufiveusuiiluirarunsadundnusefunisdunsesdniad ans aau
Uaonde wazanuuegiiiveseranasinsuaryuyy fio azdesiinnynssunissuasesisy
(Ethics Committee) #iflaangarmanunsaifissne faududase wazdnnssiaudi
UszBvBam vhwhiinuniu (Review) Tasamside siadeuduniside seudredniiuniside
wazmendaiionsifoiaiaiund Tnedupuaiinsifeiuiinisduasesguaniaaingide
LaEYUYURLNYNABIMIUZAULAYLTIATY

AMYAYNTIUNITITETTIUNTIToTUUYwdLasdnd uninedesivdguasugy
YovUAM ANYNTIUMTITEsTTINTITElUAL nduanan Ty 4afi 1 pinasnsaluvinende
Wty lyad T Usesuamenssun1sasesssumidsluay anduimuinisAuases
ns3delunyud an1fuidossuvatsisugy nsgnsnassugy Mbeedeya Al
LBNANTVNIIED BUINNAINATINIENTNITYTITUNITIAY (Intemnational Guidelines on

Research Ethics) Az 1931938 ATUN5U19551U kagidmilinnaundldiusiulunis

£%
% 1 =

AYINITANTUNTUINTFIUENL

ANIEOYNTTUNITY BURATUAKUETILAZANIATAINNAY WeUSuUssualulivingay
wazauysaidusialy B a
P/

HYIeMans19138 Wndunmgedd 1ad
U5 1UAnEaUNTINN1SATEsTTUMTITeluny wduasdnd
UNINEYIVAUATUTH

WYEU W.A. 2556



(17)

ANTAY AN 1

TuNISWAUITLUVATYTITUNITIVEVOINMINGIGUI1VAN UATUTY UBNI NI
Wanunglunisundesenanadasiunisidowas elidmunglunisiauissuuideves
wninedelidanuduudaduiisensvlumannsmugluse

Tuefnfnuidevansizesivilvgiirsuadelasusunme adumadfalnaans
srudainginasinumsisssuanadmiunsidelunyed eunteatuans afafaw
LarAUUaBniY Y098181adATIde naUsiunsiinse v UneiRaunInuiags w.e. 2550
N3EIVUYYRAVAINTARIYIF WA 2551 UazdaUsruvadan1IvI TN 9 fideadesiu

n33slunyed s1vanasgIuaInalun1sAuATedeIaalingITe warsruUNITIREAIUIY

[
a v v @

13 9 Avualiiinisvernudusenangilusiaiaiaside deluinddelugiuzduaism

Auilug Fedeaiiadosssulun1sive uazdesiinuiifiustlevddedsnuinounsg
GREEY

UNINeRe A uATUsY Tulgvigduasy atuayuniside wasimuiyaains
fuNFITy Ay “Usenimuming deseiquasugy Idenomuiiien1side wa. 2555
Fednfiunisoen “Usen1Auning1desvAguasugy 13ee naninusin15Ra1TaN
Tassn9idelunywd wa. 2555”7 wazeanmdumiing desud quasusy 7 2736/ 2555
504 Lwiaé?mmgaymimmiaﬁaﬁiimmﬁ%’ﬂuwwéuazﬁmi US¥NoUAIUENTIAMIAILAL
Qvﬁmﬁmzﬂummﬁm 9 Wednviuszne wdnnouei AWBAnduUNITUINTFIN sauaRansan
UsbAun19938555003lA5IN1539891N819138 YAaINT waztinfnw uninedesvsy
unsUg vieyananiouen dadunmsairennulindaudenaadingids Unleseranasing
398 ndunsela q fleradnananuRanaialunisnsiniee

wilsdo “Findunsmsguaiesssunidelusyvduasdat” dud suifunile
finnsaneysi® nuniu Usuusaudly Suds gi vielinisiuses meideiiadeatuuyed
Wazdnd Y99 ANEAUNTINNTATESTIUMTITelunywduazdnd {37y {lvinuide Augyineny
rntiiidninen uasdifertesdu iWhlatunouresnisufofnu il esamdudiunig
duasuANATERSEsTIINTIM TITelunywdwardndvesuminerdesvdguasugulid

¥ < I 1
AITULUILLU LLa%LUUN’mﬁEWUE‘ﬁﬂaG}@lU

919158 AS.WNUSANA 9188
Q’a"mUﬂﬂiamﬁ’u?s%’mazﬁwm
UMNINYRYI VN UATUTH

LHYNYU W.A. 2556



(18)



(19)

AnRnssuUsENIA

ARIEOUNTINNTITETTIUNMTIVIULYwduardnd uminedusvdguasugy

wxd o

lasvavauAMeIAnswAzYAaINTHIG o Nildutiglunsdavimilsde “IBandunisuinsgu

Busrsumsitelusyudunsdnt” wwuil Tnaamizesas “anznssunisaiessaunsidely
AU nquavaniu yail 1 9W1aansalun1Inende (The Ethics Review Committee for
Research Involving Human Research Subjects, Health Science Group, Chulalongkorn
University)” fiougy1n Toynssunisvatsauidn3uniseusy uazusutenalsdoya
“Fsenfiun1suInsg1u(Standard Operating Procedures, SOPs) atufl 2.3 w.a. 25547 1o
Anzaynssunstdilunsoudiadslunisaniiuenu wazwiswnndide Tyaidau Usesu
AznIIUNMITIEsTINNTITeluey antuiauinsdunseinisideluywd Aideileienans
niede wwImsessTuainadiviunisidelunyed wuanenisanliunisdiny
ANIZNTINNIFUTIsTINETMINAINUMURa AR idomdanymans duszne
1Bagan guUaNed nquisuidsn A3esssulunisidenisguaguninluysenafiigs
WA 18 Yesan1esdnisaInasuinemaninisunmg ssdnisounsielan iieldsnsda

Tunsdainisafiunsuinsgiu adull auwasaauysel

ANEBLNITUNITITEFTINMTITE ULy wLasdnT
UMY I VN UATUTH

WYY W.A. 2556



(20)



(21)

d13U8y
3ve

e a3 (3)
i pdai 3 (5)
fauas pdat 2 €
fflen a2 9)
i1 psil 2 (11)
ey aded 1 (13)
fmi pdat 1 (15)
fauas adadt 1 (17)
AnANIINUTENA (19)
35ALtiun15uImsg11 Standard Operating Procedures (SOPs)

ECNP 01/2.0 nM3a$1935aHun151195571 SOPs 3-10

ECNP 02/2.0 350198388t Wn19n1saitiugnu (Preparation of Guidelines) 11-14

ECNP 03/2.0 94AUT¥N0UTBIAMLOUNTIUNTNINTUIDTLTITUNITINY 15-22

(Components of Ethics Review Committee)

ECNP 04/2.0 M35nw1asdu haznauselovilviugeu 23-26

(Confidentiality/ Conflict of Interest Agreement)

ECNP 05/2.0 NM59UIHAMEBUNTIUANT WAZUAAINT 27-32

(Training EC Members and Staffs)

ECNP 06/2.0 n1sidendiu3nwdase (Selection of Independent 33-36

Consultants)

ECNP 07/2.0 m3susmsiansiulassmsiseiituvesunsiinnsanduads 37-44

k3N (Management of Protocol Submission for Initial Review)

ECNP 08/2.0 némnasinsiinnsanlasinsidonsausn (nitial Protocols 45-52

Review)

ECNP 09/2.0 n15U31159AN15lATINITITEUUUEAIUAITHRIT8UT (Management  53-56

of Protocol of Exemption Review)

ECNP 10/2.0 Msusmsannisliassnisidouuutiniada (Management of 57-60
Protocol of Expedited Review)

ECNP 11/2.0 N5tA38uAUNITUTEIN T180Un15Useaanagseuaung 61-66

N13AHUIIU (Agenda Preparation, Meeting Procedures, Minutes and



(22)

Summary Reports of Activity)

ECNP 12/2.0 msuimsinnsiulassmsisoudlumendimsiionsanade 67-72
3N (Management of Protocol Resubmitted after Initial Review)

ECNP 13/2.0 n15eantuiusesouslflasans 73-78

(Issuance of the Certificate of Approval)

ECNP 14/2.0 msRansandiundluiisdinlasinisiss (Review of Protocol 79-82
Amendments)
ECNP 15/2.0 NM15A91504151897UANNA1INUIVBIN5IVY 83-88

(Progress Report of Study Protocol)

ECNP 16/2.0 n1skaiufjiAnudeniviua (Non-compliance/Violation 89-92
Protocol)
ECNP 17/2.0 nM3Ra50 IR0 UaUDINI T3 09158 UTDI018dIATIE 93-96

(Responses to Participant’s Requests)

ECNP 18/2.0 nMsiia1sansienumgn1salliiaszasdineuss 97-100
(Review of Serious Adverse Event (SAE) Reports)

ECNP 19/2.0 n15W915041578911i0 01503l ieUseaadsne s 101-106

(Review of Serious Adverse Event (SAE) Reports)

ECNP 20/2.0 m3asiaiesniterinifuguaniside (Site Monitoring Visit) 107-112
ECNP 21/2.0 m5Uszyunsaliivay (Extra Meeting) 113-116
ECNP 22/2.0 Jufinnshnsiadeans (Communication Records) 117-120
ECNP 23/2.0 msumsdnnisonanslassnsiseiimdasiiunis 121-124

(Maintenance of Active Study Files)
ECNP 24/2.0 fﬂiLﬁ‘U ﬂ?iﬁuwﬂa’]iﬂﬁiﬂﬂ’ﬁ%%ﬂ LazN1SVInaNLenNans 125-130

(Archive, Retrieval and Destroying of Documents)

ECNP 25/2.0 msa5al3aanssnunaudu (Maintenance of 131-134
Confidentiality)
ECNP 26/2.0 N157539@0UANENITUNISNINTUIDTYTITUNITIVY 135-140

(Audit and Inspection of the Ethics Review Committee)
UsemANIMeae s uaTUgy

Fos vdninasinisiiansanlassnsideluuyud wa. 2558 141-145
UsemANImeaesiguaTUgy

1389 wianunaEinIsiasantasinTIdeluiyee we. 2558 (Wilvidiud) 146-147
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wnasiuazuuIUfUialun1siansanasesssunisidelunyed

UITUIUNTU

148-154
155

578N15LeNE1T30ALEUNTUINTFIU (List of Standard Operating Procedures)

sWe i oMo - . na1sUTENaY
1399/ ¥ITANUUNITUINTFIU SOPs i
Code (Annex Form)
ECNP | N5a31935aLHun15119 5571 SOPs 3-10 -
01/2.0
ECNP | 350151 380LUINIINITANT U (Preparation of | 11-14 §
02/02 | Guidelines)
ECNP | 99AUIENBUYRIANYOUNTIUNITHAITANITUFIIUNS 15-22 -
03/02 | 33
(Components of Ethics Review Committee)
ECNP | ns5nwnaudu waznausyloviviudou 23-26 AF 01-04
04/02 | (Confidentiality/ Conflict of Interest Agreement)
ECNP | N158USUANERYNTIUNIT UagyAains (Training EC | 27-32 -
05/02 | Members and Staffs)
ECNP | n1sidenfiuSnundase (Selection of Independent | 33-36 AF 01-06
06/02 | Consultants)
ECNP | msuSmsdanisiulasensisefiduresunisiansan | 3744 | AF 01-07, AF 03-07,
07/02 L‘fJUﬂ‘%’jﬂ k5N (Management of Protocol Submission AF 04-07, AF 05-07,
for Initial Review) AF 06-07, AF 07-07,
AF 08-07, AF 09-07.
AF 10-07
ECNP | ndninausinisiiansanlasenisisondausn (Initial | 45-52 -
08/02 | Protocols Review)
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ECNP | n1suinnsdanislasinisidefifinnsanuuveniiunis | 5356 | AF 01-09, AF 02-09
09/02 | #3158 ()
ECNP | nsuimnsdanislassnmsdiseiifansanuuuidneade 57-60 AF 01-10
10/02 | (Management of Protocol of Expedited Review)
ECNP | M9lmSgdiiun1susedsl 5189UMsUseyukassneny | 61-66 | AF 01-11, AF 02-11,
11/02 | a3y NAN15ALHUITU (Agenda Preparation, Meeting AF 03-11, AF 04-11
Procedures, Minutes and Summary Reports of
Activity)
ECNP | n15US#159aN1SAUlASINISIS8WA MIN18UaInIg 67-72 | AF 01-12, AF 02-12,
12/02 ﬁmimmﬁzﬁmﬂ (Management of Protocol AF 03-12, AF 04-12
Resubmitted after Initial Review)
ECNP | n1seentususotaudialasenis (Issuance of the | 73-78 | AF 01-13, AF 02-13,
13/02 | Certificate of Approval) AF 03-13, AF 04-13,
AF 05-13
ECNP | nsfansandruundluiiudulasaniside 79-82 AF 01-14
14/02 | (Review of Protocol Amendments)
ECNP | nM15Ra58d191890UAUANINENY09N15398 83-88 AF 01-15
15/02 | (Progress Report of Study Protocol)
ECNP | msliufjiRnnudaniinun 89-92 AF 01-16
16/02 | (Non-compliance/Violation Protocol)
ECNP | mMsfiansannauauainissossouvasgidiusdlunis 93-96 AF 01-17
17/02 | 798 (Responses to Participant’s Requests)
ECNP | MsAaNsansenuniseilasansidensuimu 97-100 AF 01-18
18/02 | (Management of Study Termination)
ECNP | n1sii9nsansneaumansadlaifiauseasnsnaunss 101-106 AF 01-19
19/02 | (Review of Serious Adverse Event (SAE) Reports)
ECNP mimaﬁ]L?JEJ;JLﬁaﬁﬁU@LLamﬁ%’a (Site Monitoring | 107-112 AF 01-20
20/02 | Visit)
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ECNP | m3sUsgyunslfivy (Extra Meeting) 113-116 -
21/02
ECNP | nnsfnsiadeans (Communication Records) 117-120 -
22/02
ECNP | nsusmsdansienansiasensddedidndsiidiuns 121-124 AF 01-23
23/02 | (Maintenance of Active Study Files)
ECNP | n15ifiu n15AuLeona1s/1asan1539e wagnisvinate | 125-130 | AF 01-24, AF 02-24
24/02 |+® n @ 1 5 (Archive, Retrieval and Destroying of

Documents)
ECNP | 1158159138 9n15%nu1A2108U (Maintenance of | 131-134 -
25/02 | Confidentiality)
ECNP | N13A92980UAMENTIUNTNITANATSTTUNITINE 135-140 -
26/02 | (Audit and Inspection of the Ethics Review

Committee)
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378N1310N815U5ENAUITANTUNITNINTFIY SOPs (Annex Form, AF)

sv%d Code Foronansusznau mﬂcimn
%
F18NTIBANTUNITUINTEIU (Sops)uazionansusenau
AF 01-01 L 158-164
WANLUNITUINTZIY (AF)
AF 02-01 netleun1sHaINIeITALTUNITUINITTIY 165
wuunesuuazuiulsEIRAuMENIINNSISEETIUNNTIdE Y
AF 01-03 . 166
UY e
AF 01-04 LONAIINITINYIAMNAY 167-168
AF 01-06 wuutuiinanuituvesivinudasy 169
AF 01-07 Juiindanrureauelasesiaineinudiiavedunis 170
WATANATYTITUNTINE
AF 02-07 Jufindomuauslasinisiseiiiovasunisiiansan 171
3UFITIUNITIVY
AF 02-07 (Eng) | Memorandum for Research 172
AF 03-07 TuAY95UNINANTUIAILTITUNTINY 173-176
AF 03-07 (Eng) | Application Form for Ethics Review 177-179
AF 04-07 Toyadmiveaalingidy 180-182
AF 04-07 (Eng) | Participant Information Sheet 183-185
AF 05-07 MNHOUANIANEUYDULINTINNITIVNYYBIDEENATINY | 186-187
AF 05-07 (Eng) | Informed Consent Form 188-189
AF 06-07.1 Mﬁﬂﬁ@%&ﬁ]ﬂﬁiﬂ“ﬁﬁ?ﬂﬂ’]ﬁ{]}ﬂLLﬁ%LLﬁﬂx‘]ﬂ’J’]@Jﬁﬁﬂﬂﬁ]L‘ﬁ’ﬁIDM 190-192
139n13398 dwsuiinety 7 - 121
AF 06-07.2 sifsdetuasidrimumsitonasuansauadinsladisiu | 193-196
1p59n19338 dmsuineny 12 - 18 1
AF 07-07 WNHDLANIANBUYDUITNITINAITIVYVID1ANELATINE | 197-198
dmsugunases
AF 06-07 (Eng) | Informed Consent Form for parent 199-200

AF 08-07

A9Y19NTIAISULLNET

201
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5% Code Forenansusznau mﬂeimn
W
AF 09-07 wuutufinaaunsiasanuuUnf 202-204
AF 10-07 (Th) | WUUUSZHINYDIOUNTTUNSHVNUNIUMAN 205-207
AF 10-07 (Eng) | Reviewer’s Assessment Form 208-210
AF 11-07 1A59n19798 (Research proposal) 211-216
AF 11-07.1 WNUNIALHLURARALATINITITESEEIa 1 T 217
AF 01-09 TususaeniseniunsiasunatessulasanIsise 218
AF 02-09 Form of Certificate of Exemption 219
AF 01-10 wuutuiinanuiunsiansanuuuidaiada 220-222
AF 01-11 AANUNELTEY 223-224
AF 02-11 seileunsemsUseyy 225
AF 03-11 AITNUDUNLNBLATINTINY 226
AF 04-11 F189UNTUTLY 227-228
AF 01-12 WUUATIEBUAUATUAIUYDLONATUA LY 229
AF 02-12 (51’15’1\‘13’18@8Laﬁl@ﬁlLLf?ﬂGEJmﬂﬂsﬁaLﬂuaﬂJaﬂﬂmzayﬂiiﬂm’]i 230
(Ip59n15398)
AF 02-12 (Eng) | Correction Detail as Recommend from The Ethics 231
Sub-Committee for Research Involving Human and
Animal Subjects (For Research)
AF 03-12 miwiwamﬁamﬁLLf‘sflsumu%’maua%mmzaymimmi 232
(nenfinus)
AF 03-12 (Eng) | Correction Detail as Recommend from The Ethics 233
Sub-Committee for Research Involving Human and
Animal Subjects (For Thesis)
AF 04-12 wuutuiinauiunsiansannsuily 234
AF 04-12 (Eng) | Reviewer Assessment Form (Revision) 235
AF 01-13 Tususedlasan1sivy 236
AF 02-13 Certificate of Approval 237
AF 03-13 LL‘U‘UiWUﬂﬂuﬂﬂiﬁuqmiﬂiﬂﬂﬂiﬁﬁs 238
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svd Code Faranansusenau mﬂcimn

i
AF 04-12 (Eng) | Report of Ending Proposal 239
AF 04-13 UNAREONANITITY NMwlng dumsutinidy 240
AF 04-13 (Eng) | UnAREaNaNITIAEY N1wangy d1msutinidy 241
AF 05-13 UNAREONANITITY Nwlne dusutindne 242
AF 05-13 (Eng) | UnAndaNan1sIde NMw8angy d1msuinfne 243
AF 01-14 LUUTIEUNTLA i lasenn e 244
AF 01-14 (Eng) | Report Form of Protocol Amendment 245
AF 01-15 WUUSIEIUAIINATINEN DN 246
AF 01-15 (Eng) | Progress Report 247
AF 01-16 wuuduAinnsliufiaudenivun 248
AF 01-17 LUUTUINAT309 T8 UVDIDNENALIATIVY 249
AF 01-18 LL‘U‘UﬁWsmw,ﬁasﬁmqmﬁ%’adauﬁmum 250
AF 01-19 wuUsIEwmgn1salliiaUszasd 251
AF 01-19 (Eng) | Serious Adverse Event (SAE) Report 252
AF 01-20 LL‘U‘Ui’]EN’]umiGliT\]L?jBMLﬁ@ﬁﬂﬁUmi@LLamﬁﬁlﬁl 253
AF 01-23 $18N15LeNETIULHNLATINITINY 254
AF 01-24 TuASoseAuenas/lassnsivy 255
AF 02-24 TuASoseyduienans/lasinisidy 256




BANTUN1UIAIFIU SOPs

ATAYNTINNTISTTUNTITE TUNY WY

UM INYFEINVNUATUTY

ECNP Tusigu/2.0

ad o a

luasuiganiiun1sannsgau SOPs

Eaild: 1 nsngIAN 2560

¥ 9/
“U1 1 v99 ...

ad o )

lugguasauiiunisunnsgiu

atiufl 1.1 atufl 2
W.A. 2557 n.A. 2560
w3gulay AMETINNUINIBANTUNITUNSTIU | ANEINUTIIBALTUNITUINTEIY
Juiliaue 28 WeAINIYY 2557
nunulag AMEBUNTIUNITATYTITUNNTIY AMEBUNTIUNITATYTIIUNTIVY
Tunyuduavdnd Tusiywd
UNINAYIVAUATUTH NIV UATUTH
Fuiinunau 16 Wawn1AY 2557 28 Wy 2559
ausialag W W
({remansansdauay daug) | (fhemansansdauay dariug)
AN a5NsUANYINeFuTvAquasUsy | 88MsUANMAINENaEIIUS UATUTY
Juiloysia 28 N AINEU 2557 14 fqungu 2560
defiudly | Forruiienudaiaunnniu 1. iiundninasiniseniiuns
ORI
2. Formufinnudaiauinniy
3. WavuTonnyaynsINNs
4. Wanfn Usuussteya uazurly
wuuvlasy
wiawadiudly | 1. eduaduuazaiuenudilaly | iWefamnszuumssiiunuves

M3darlasesensisy Wioaue
YON1ITUTDINTLEITUNTINY

2. \ewauszuumssduauves
ARYBUNTTUNTIILTTTUNTIVY

Tunyeduazdn’d

ANEAUNITUNNTITEFTIUNTIAE Y

6
UYue

Fuiliaue: 26 wewniau 2560 Fuitoysii: 14 fiquaeu 2560

Houdld: fraeransnansdauny dafiug esnmsufiunineidessiguasugy
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AIZAUNTIUNTITVILTIINNTIA TuNYud ECNP Tusigu/2.0

UMNINY1FEINVNYUATUTHU

Eaild: 1 nsngIAN 2560

ad o a

luasudganiiun1sanasgau SOPs

£ 9/
U1 2 VB ...

o

Tufiawe: 26 nuaaw 2560 Tufleyd®: 14 figuieu 2560 Koudlf: fraeransnansdauny dafiug esnmsufiuminerdessiguasugy



BANTUN1UIAIFIU SOPs
ATAYNTINNTISTTUNTITE TUNY WY

UMNINY1FEINVNYUATUTHU

ECNP 01/2.0

N15851935 AL IUN1TUATFIU

(Preparation of SOPs)

Gild: 1 nsng AN 2560

¥ 9/
U1 3 V9 UUN ...

ANAULD9

1

2
3
a
5

Fuiliaue: 26 wewniau 2560 Fuitousid: 14 fiquaeu 2560

GUETL]
Faq
WnUsEan
VOULUA
ANUTURAYOU
LLmumwsf?umam'ﬁﬂﬁﬁ’ﬁmu
nanNSUHUR

5.1 Usgsufinnsanussianngyinny

5.2 AEYINUANUATIENITIoATUNITUINTEIY
5.3 M3adTsAnluNIsINTgIU

5.4 msvumulinuiugeu (Review)

5.5 M3linuwiuyeuwazeul® (Approval)
5.6 N133NATTANTUNITUINFIU (Distribution)
5.7 miﬂ%’uﬂqwﬁlmﬁmam (Revision)

5.8 MysysiAntuuiuusauflufisiiy

5.9 Msiiusiuaty

Adleny

ANPNUIN/ T8N

LONATTD19D4

=

O O (0] (0] oo oo oo oo ~ (o)} (G5 w O AN RN R B e
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UM INY1FEINVNUATUTY

N15851935 AL IUN1TUNTFIU Guld: 1 nIngIAN 2560

(Preparation of SOPs) Wi 4 Y99 U ......

1. dnguszena

ada o a

Weluuuamndlunisadne vumau aulid wazUsuuseudly F8andunisuinsgiu SOPs

124 =

Tunniuneu Feazislinugaynssunis Wnthidwina idewasiineitesduy ndil

TupauveIn1sUfURNY Wieazlddndunislmiuinasprunudunsuiinimun 3auiuns

wnsgruiiuenansaiuauiineunsla

2. UBULUA
LWININTETIIBANTUNTNIRITINNUTIEelTlunl AseungunTA U U
YOIAULOUNTIUNIT A ITNITTEU N19NUNIU N15UFUYUTE Nsdnde nasudle

NANLAUTFY 9

3. AMUSURAYAU

Usgonudugusasisnazyhausaisanidunisuiasgu dudiuiaseulunisdniunis

4. WHUNIWAUABUNNTUHUR Y

Tumay n1sALdung HYuRavau

4.1 uolasanauzaaL Usesu
.

4.2 FIINTIBANTUNITUINTFIY ALY
'

4.3 N13a319lAS9379 AN
'

4.4 MSMNUATHE GRICATRRGMY
.

4.5 N3asTEA I HUNTIIATEIULaENTUTUUTS ALY
.

4.6 manumnulinuiugey ANIZAUNTITUNT
.

4.7 nslimuiureuLaz aylR 95M5UR
.
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}
4.10 nseuiRatuUulsus s 85N15UA
¢
4.11 mMsAuAuady ARETRLRITRE:

5. nann1sufuR
5.1 MMUATIENITITALTIUNITUINTFIY

1) WUIUNULAZATBUNAN 9 YBSIaALHIUNTUINTTIY

2) a3NMITNUNEN 9 VBEIBANIUNTINTEIU SEYTHaTasUn wardusuldau

5.2 M3a¥193UlUU (Format)
Tasesnwasidaiunsunsguutadu 3 du leun
1) TuagUTsanudunisuinsgiu Ussnausie

1.1) s9dgyanual (Logo) VaINn1InNeIdy

'
a

1.2) auuNIeLsaq
= v v

1.3) Werwis gmuniu wazyeusianiounsiunieyds

q
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[
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N15851935 AL IUN1TUNTFIU Guld: 1 nIngIAN 2560

(Preparation of SOPs) % 6 Y99 Wi

3.5) mannsuuRA

3.6) Aty
3.7) AMANUIN
3.8) LONETO19BY
5.3 N3nmuAsia (Coding System)
1) n1slisraaaiun1suInsgIu (SOPs Codes)
1.1) l9dnwsde 4 @9 ECNP (The Ethics Sub-Committee for Research
Involving Human, Nakhon Pathom Rajabhat University)
1.2) W88 4§71 dSUNLIE@IUN 18 2 §ausn wuIede und, v 2
Fanda e atudl wu undl 1 SOPs atiufi 2 1swa ECNP 01/ 2.0
2) mshisaLuuLenals (Form Codes)
2.1) Mifsnusnmndangs 2 1 fe AF Fadudnustedv¥u Annex Form
2.2) a2 f1 drununeavLUUIeNans W wuuenalsi 1 Msia AF
01 UWAYAINAILNUBLATUN SOPs 2 §7 1U wWUULeNaIsil 1 ¥ea SOPs 03
499 AF 01-03
3) msluswalaseniside
3.1) Wuaw 3 i dmsuneaulasansdse IneSuduiivaneas 001
3.2) lasesnsidevesteudsranas 2560 Wewidu..../ 2560 indanuneiaw
1A59N19398 Aregr1udulasinisIdensnaesteulssunu 2560 Ao 001/
2560
4) mslvisiaseaunsuses (Minute Codes)
a.1) T4&iav 2 §1 aundadnus M (Minute) d1mSununeiarsie sy
neLa 01
4.2) sreunsUssyuvestaulszana 2560 Weuly ../2560 Lindamunaiay
TN AI9E 1Y $1891UNMTUTEYNATULINURITaUUTEIM 2560 AR
M 01/2560

5) NslsaInnung/ wisde (Letter codes)
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v a
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378N13L8NE15IoANLEIUNTUIATFIU (List of Standard Operating Procedures)

IWe 4 d o - . Na1sUsENaY
1599/ ¥2IVANUUNITUINTFIU SOPs U
Code (Annex Form)
ECNP | M5a31935aL8un1su1msgu SOPs 3-10 -
01/2.0 | Preparation of SOPs
ECNP | 35019193 800uInien1satiueuy 11-14 -
02/2.0 | Preparation of Guidelines
ECNP | 29AUs2NaUvednnigaunssunIsinansan | 15-22 -
03/2.0 | 958555UN1933
Components  of  Ethics  Review
Committee
ECNP | m3Snwiauau waskausylevilviudou | 23-26 AF 01-04
04/2.0 | Confidentiality/ Conflict of Interest
Agreement
ECNP | NM59USHANYBUNTIUNNT LATUAAINST 27-32 -
05/2.0 | Training EC Members and Staffs
ECNP | maideniiUSnuwndase 33-36 AF 01-06
06/2.0 | Selection of Independent Consultants
ECNP | msusmssanisiulassmsisefiouesu | 37-44 AF 01-07, AF 03-07,
07/2.0 | msasanduadausn AF 04-07, AF 05-07,
Management of Protocol Submission AF 06-07.1,AF 06-07.2,
for Initial Review AF 07-07, AF 08-07,
AF 09-07,AF 10-07
AF 11-07,AF 11-07.1
ECNP | mdninauainisfiansanlasenisisenss | 4552 -
08/2.0 | k30 Initial Protocols Review
ECNP | n1susmisdanistasenisidedifinnsan | 53-56 AF 01-09, AF 02-09
09/2.0 | kUUBALIUAITANAITUN
ECNP | n1susmisdanislasenisidedifinnsan | 57-60 AF 01-10
10/2.0 | wuuidnLasa Management of Protocol
of Expedited Review
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I¥a 4 o ome - . na1sUTENaY
1599/ YBIBANUUNITUIATZIU SOPs WU
Code (Annex Form)
ECNP | n5imS8aunun1sUseyy 51897015 | 61-66 AF 01-11, AF 02-11,
11/2.0 | Usgruuagsnenuasunan1saiiuanu AF 03-11, AF 04-11
Agenda Preparation, Meeting
Procedures, Minutes and Summary
Reports of Activity
ECNP | n15USM159an15AUlASINISAT8WNLY | 67-72 | AF 01-12, AF 02-12,
12/2.0 | mevdansfiansanadausn AF 03-12, AF 04-12
Management of Protocol Resubmitted
after Initial Review
ECNP | n1seontuiusedsayd@lasenis Issuance | 73-78 | AF 01-13, AF 02-13,
13/2.0 | of the Certificate of Approval AF 03-13, AF 04-13,
AF 05-13
ECNP | msfinnsanduudludfindalasinsiss | 79-82 AF 01-14
14/2.0 | Review of Protocol Amendments
ECNP | n157198197897UAIUNAINUIU9901S | 83-88 AF 01-15
15/2.0 | 738 Progress Report of Study Protocol
ECNP | msbiufiRnnuderiiun 89-92 AF 01-16
16/2.0 | Non-compliance/Violation Protocol
ECNP | N15#191504198UaUBIN1S50038UYRET | 93-96 AF 01-17
17/2.0 | dhuswlunsidy
Responses to Participant’s Requests
ECNP | n15W21504151897UN158RIATIN153]8 | 97-100 AF 01-18
18/2.0 | AouUAIRUA Management of Study
Termination
ECNP | msfinsansienumsnsalliiislssasd | 101-106 AF 01-19
19/2.0 | 5781459 Review of Serious Adverse
Event (SAE) Reports
ECNP mimwLﬁlsmﬁaﬁﬁuauamﬁ%’a 107-112 AF 01-20
20/2.0 | Site Monitoring Visit
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I¥a 4 o ome - . na1sUTENaY
1399/ ¥BITANUUNITUINTFIU SOPs i
Code (Annex Form)
ECNP | n1sUssyansaliiveiy 113-116 -
21/2.0 | Extra Meeting
ECNP | ms@nsiodoans 117-120 .
22/2.0 | Communication Records
ECNP | n15U3M1sdanisienansiasenisided | 121-124 AF 01-23
23/2.0 | A1§9A1LH1N1T Maintenance of Active
Study Files
ECNP | msiiu msAuenas/laseniside way | 125-130 AF 01-24,
24/2.0 | n1svinaelenans Archive, Retrieval and AF 02-24
Destroying of Documents
ECNP | mssnsebifanissnuenudu 131-134 -
25/2.0 | Maintenance of Confidentiality
FCNP | N190929@9UAMENTIUNITNAITUN | 135-140 AF 01-26
26/2.0 | A3U5ITUNTIVE

Audit and Inspection of the Ethics

Review Committee




161

AF 01-01/2.0

5989N1535ALHUN1TUIATFIU (SOPs) waztanasusenaudsaiiun1suinsgiu (AF)

ECNP Faronansusznay AF Fanawuan
01/2.0 | MIaFTBARTUNITUINTFIW SOPs AF 01-01 | 518n1935ALHUNTUINTTIY
(Sops)wazLanad1susenay
WAnLUNTUINTZIU (AF)
AF 02-01 ngtdounisuandny
WAHUNTUINTFIY
02/2.0 | I/ATATIULUINIIAITANTUIIY - -
03/2.0 | 89AUTENBUYBIANEOUYNTINNIT | AF 01-03 wuunesuuazuiudss i
NI1TUNAILTITUNITINY AMYNTTUNITATHTIIUNTINY
Tugyud
04/2.0 | N35NWIAINGU waznauselesURy AF 01-04 LONAITNITINVIANUAY
Fou
05/2.0 | ANSBUTUAMEDYUNTIUNIT LAY - -
YARINT
06/2.0 | m3dendiusnudase AF 01-06 wuuvuRnAI UL uY e
fiUsnwdase
07/2.0 | msuimssanisiulassmisefitu | AF01-07, | Tufindoariuiauslaseing

o5UNTRAITUNTUASILTN

AF 01-07(Eng)

Ang1dnustiiavasunis
NY15UITYETTUNITIVY

(mMwlnglazn1wsingy)

AF 02-07,
AF 02-07(Eng)

TUNNTOAITULAUD
1ASINISIFULNBYDSTUNS
NINTUIRTYTITUNNTINY

(mMwlnglazn1wsingy)

AF 03-07,
AF 03-07(Eng)

TuAltvasuni1sfAiansau
395554015398 (1w lne

WAZNIYIDINGY)

AF 04-07,
AF 04-07(Eng)

YoUAFINTUB1E1ANATIY

Y

(mMwlnglazn1wsingy)
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AF 01-01/2.0
ECNP Foronansusznau AF Fonauuan
AF 05-07, | #ilN@0uanIAuBusauLln
AF 05-07(Eng) | 971N1539899901818@0ATIY
(nMwlnglazn1wsingy)

AF 06-07.1 | ifsdeduashidndannisise
wazlansANalaslalgnsIu
1A33n15398 dmsuianeny
79 -dn 12

AF 06072 | ifsdeduashidnsannisise
wazuansANalaslalgnsu
1A59n15398 dwsuidineny 12
Y- sni1 187

AF 07-07, | #iN@0UanIAIUBUYDULLN

AF 07-07(Eng) | $2UN1539898901@7d8ATIY
dmsugunases

AF 08-07 FRYNNTIAITULONENT

AF 09-07 |uwuudufinadiuLsiunng
NATULUUUNR

AF 10-07, | wuuUseidiuvadaynssunig

AF 10-07(Eng) | ¥MUN3IUNFN (Reviewer’s
Assessment Form)

AF 11-07 | 159015398 (Proposal)

AF 11-07.1 | A20819UNUAITANLTUITY
AADALATINITINEY

08/2.0 | nanLAUMNISANINITUILATINISINY - -
afausn
09/2.0 | n1suSu1sTanaslasen1sIved AF 01-09 LONANISUIDINITUNLIU
NTUMUVIALIUNITRANTN NIN519385554n157398 T
uywe
AF 02-09 Form of Certificate of

Exemption
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AF 01-01/2.0
ECNP Farenansusznau AF Fanaruan
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PERSONAL DETAILS
® First Name:
® Surname:
® Gender:
® Nationality:
® Address (including city and country, zip code):

- Office:

- Home:
® (Contact e-mail:

® Mobile:
EDUCATION

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

® Bachelor degree (Major field)
CURRENT EMPLOYMENT/EC/IRB AFFILIATION

® Job Title:
® |nstitution/ Organization:
® EC/ IRB Membership:
® Name of EC/ IRB:
® Affiliation (Fudsiin):
PREVIOUS PROFESSIONAL EXPERIENCE
® Academic Achievement (UsziRfnuivinisuaszive):
® Administrative Experience (U523Rfun15U39%15):

® Professional Membership (G113NVDIYUTUIVITN):

RESEARCH ETHICS, GCP and OTHER RELEVANT TRAININGS
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Memorandum for Research

Memorandum
Office: Tel.:
Reference Number: Date:

Issue: Submission of Thesis Proposal for Ethical Review

To Secretary of The Ethic Review Committee for Research Involving Human Subjects
Attachment: 1. Application form for ethical review

2. Thesis Proposal of 15 Copies, with electronic file 1 copy

My Name S... o ve ot e vs et e e et e e e POSITION. L,
INSEEUTION. ..t , Nakhon Pathom Rajabhat University, has trained related

to ethics review established by University, would like to submit a research on the topic of

for ethics review. And will be presented consideration described below.

] EXemMpPtion REVIEW DECAUSE......cuieirieei et
] Expedited ReVIeW DECAUSE.......ccie s
[] Full-Board Review

If you want to request an exception Consent research volunteers. Please tell us

This research has passed relevant and scientific merit test as specified by the

Faculty/Institution, then request for ethical review on dd/mm/yyyy.
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Application Form for Ethical Review

Project Name in Thai (If reqUIred) ... eeee
Project Name in ENGLSH ...

Name of PriNCIPLe rESEATCRET ...
POSItION. .o INSTEULE/FACULLY v
Telephone ... F Xttt
E-Mail AQAIESS: .ottt

Type of review
[ ] Exemption Review
[ 1 Expedited Review
[ ] Full Board Review

Population/Sample

3.1 Vulnerable

[ ] Psychosis [ ]Prisoner

[ 1Younger than 18 [ ]Pregnancy

[ 1Senile dementia [ ]Dementia

[ ] Disabled [ 1 Minority/Different Religion/Race
[ ] Mental Retardation [ ]Refugee

[ ] Drafted Private

[ ] Having Disease (Specified) ...

[ T OtNer e
3.2 NON-VUINEIabLE (SPECIY)....uuieieriieiiiieiiee e
Number of places to collect data ......cccccovvrrierenee. (SPECHY)..ririeeieeeres e,
Specify the sites having Ethical Review Board........c.ccenininieeeeeeeeseenne
FUNGING AGENCY ...ttt
[ ]Granted [ 1In the review process

ANMNOUNT OF FUNG ettt ettt ettt et et ee e enenens
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8. Name of other institutions cooperating in the research (Joint Research Program)

9. Attached documents

9.1
9.2
9.3

9.4

9.5

9.6
9.7

Memorandum for proposal submission (AF 02-07)

Application form for ethical review (AF 03-07)

Patient/participant information sheet (Adviser co-

sign in case of thesis) (AF 04-07) Note: Original

language copy needs to be submitted for review.

Informed consent form (Adviser co-signs in case of

thesis) (AF 05-07) Note: Original language copy

needs to be submitted for review.

Research schedule(Timetable specified every

activity including the request for research ethical

review-AF 07-10.1)

Qualifications of principle researcher

Research Proposal with the following details as

specified in Form AF 10-17.

9.7.1 Project Name in Thai and Ensglish

9.7.2 Researcher team and work ratio

9.7.3 Rationale/Background of problem

9.7.4 Objectives of research

9.7.5 Scope of research

9.7.6 Research Framework

9.7.7 Research Methodology

9.7.8 Approach to communicate and access to
research participants etc.

9.7.9 Research schedule

9.7.10 Approach to protect welfare and safety of
research participants

9.7.11 Expected benefits

9.7.12 Researcher biography

9.7.13 References

9.7.14 Appendix
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Yes No | Official Used

1) Research tools/experiment program/lesson
plan/manual/questionnaire approved by
experts

2) Others documents

(SPECIfY) 1. oo

10. Electronic file/CD having details in 9.1 to 9.7
11. The researcher is willing to comply with the followings conditions:

11.1 The researcher is fully informed that it is unethical to collect the research data before
the project has been approved by the Ethics Sub-Committee for Research Involving Human
Subjects, Nakhon Pathom Rajabhat University (ECNP)

11.2 The Research proposal activities must be ended on the approval expired date. If the
researcher wants to extend the approval, the application should be submitted at least one
month in advance together with research progress report.

11.3 The research should be done strictly as mentioned in the proposal.

11.4 The researcher shall use only participant information sheets, consent forms and
invitation letters (if any) affixed with the ECNP’s seal for approval.

11.5 If any serious adverse event happens, the report shall be submitted to ECNP within
5 working days. In case of death, the report shall be submitted to ECNP within 48 hours
from the day and time of fatal event.

11.6 If there is any change during the research implementation, it should be approve by
ECNP prior to conducting the activities.

11.7 For one year (or less) research proposal, the final report (AF 03-12) together with an
abstract, hard and soft copy, should be submitted within 30 days after the completion of the

research. For thesis, the submission shall be the same.

Certified for application

*For Thesis
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Participant Information Sheet
Instruction: *
Need to use simple/pay language, avoid technical terms. (If used, give explanation
in lay language)
Do not copy content of research proposal/thesis as information for participant.

The information must be consequently arranged as follows.

Title Of RESEArCh PrOPOSAL. .. c.eieiiicicieieieieee e
Principle researcher’s Name ........cceoevvieeensiceennnns POSITION e,
OffICE @AAIESS ..ttt £eseb ettt es
HOMNE QAAIESS .o
Telephone (Office) .o, Telephone (HOMe).....coivieieiieiee e
Cell phone ..o E-m@ils o
1. You are being invited to take part in a Research proposal. Before you decide to
participate it is important for you to understand why the research is being done and
what it will involve. Please take time to read the following information carefully and
do not hesitate to ask if anything is unclear or if you would like more information.
2. Reasonable and necessary to conduct research
3. Objective (s) of the project.
4. Details of participant.
4.1. Characteristics, including inclusion and exclusion criteria.
4.2. Number of participant needed.
4.3. How to approach potential participants.
4.4. Group allocation and number of participant s in each group.
4.5. Reason why this person is invited.
5. Procedure upon participants:
5.1. Who will do what, how, when, where, how much time involved as indicated in

the research proposal.

*Italic is the explanation, do not state in the document.
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5.2. If collection of data involves personal data of participant, tape recording, taking
picture, taking participant’ s blood/ tissue/ urine etc., these procedures need to
indicate explicitly and easy to understand, for lay person. For example: amount
of blood by tea spoonful, (not ml.)

5.3. After the end of the project personal data e.¢. questionnaire, audio files,  tape
recorder will be delete, blood will be destroyed. If it will be kept for future
studies, should be stated in the information.

Process of providing information which also be stated in the proposal.

6.1. Who will be providing information to potential participants and how.

6.2. If potential participant is illiterate/ cannot write/ cannot speak native language,
how the researcher will proceed with the process of informed consent.

6.3. In vulnerable group, e.g. psychosis, prisoner, mental retarded, person under 18
years old, pregnant woman, dementia, disabled, minority, drafted private, very sick
person, refugee, etc., How informed consent is handled?

If the process of screening potential participant found a person not meet inclusion

criteria and in need of help/ advice, researcher needs to state what will be done for

that person.

*If screening needs information in medical records, consent from hospital
authority required.

*If intervention and data collection intervene with treatments, permission from
responsible physician is required.

Use of medical record.

8.1. Research involving medical records only, permission to access to medical records
required.

8.2. If procedure done upon patient and need information in medical record,
permission to access to medical record is required and patient’ s consent is
needed.

Indicate risk/ harm procedure which may cause ill effect to physical, mental, social,

economic, belief of participants. State how the researcher has any preventive/

protective measures toward those consequences. In case an ill effect occurs, state

guideline how to handle the situation to help that participant.
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For benefit of the project, state clearly; what/ how to individual/ public/ academy.
Do not exaggerate benefit.

*|f Study’s results proved beneficial, state what kind of benefit (s) researcher will
share with the control group/ community.
Information will include “participation to the study is voluntary and participant has the
right to deny and/or withdraw from the study at any time, no need to give any reason,
and there will be no bad impact upon that participant”. (State explicitly eg. Still receive
the same usual services)
Information will include “if you have any question or would like to obtain more
information, the researcher can be reached at all time. If the researcher has new
information as soon as possible” . This practice will provide an opportunity for
participants to decide whether to stay/ notstay with the project. (Exception, in case of
one time interview and unable to re-contact participants.)
Information will include “ Information related directly to you will be kept
confidential”. Results of the study will be reported as total picture. Any information
which could be able to identify you will not appear in the report.
State explicitly whether there is any compensation for time loss/ inconveniences
transportation fee etc. The amount should be appropriate, not too high as if to “buy”
or not too low as to take advantage of participants.
State that if researcher does not perform upon participants as indicated in the
information, the participants can report the incident to: The Ethics Sub-Committee for
Research Involving Human Subjects, Nakhon Pathom Rajabhat University (ECNP).
85 Malaiman Rd., Nakhon Pathom 73000, Thailand, Tel: 0-3410-9300 ext.3904 E-

mail: encp.npru@gmail.com
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Informed Consent Form
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Informed Consent Form

Instruction: Please modify this form accordingly”

ID number of Participant........c.ccccooooovoiiiee

| who have signed here below agree to participate in this research proposal

PriNCIPLE rE€SEAICNEITS MAMIE.....iiiiieieieiee e ettt
CONTACT QAAIESS .o sttt

TELEPINONE. ..t e h ettt ettt

| have (read or been informed) about rationale and objective (s) of the project,
what | will be engaged with in details, risk/ ham and benefit of this project. The researcher

has explained to me and | clearly understand with satisfaction.

| willingly agree to Participate in this project and consent the researcher to (indicate

what will be performed upon Participant).

e.g.: Response to questionnaires/ Enroll in the training program.

For how long and how many time.

How many time and amount (tea spoonful) of blood will be taken. After the end
of project personal data e.g. tape recorder will be deleted, blood will be destroyed. If

it will be kept for future studies, should be stated in the Informed Consent Form.

| have the right to withdraw from this research proposal at any time as | wish with
on need to give any reason. This withdrawal will not have any negative impact upon

me (e.q.: still receive the usual services).

“Italic is the explanation, do not state in the document.
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Researcher has guaranteed that procedure (s) acted upon me would be exactly
the same as indicated in the information. Any of my personal information will be kept
confidential. Results of the study will be reported as total picture. Any of my personal

information which could be able to identify me will not appear in the report.

If  am not treated as indicated in the information sheet, | can report to: The
Ethics Sub-Committee for Research Involving Human Subjects, Nakhon Pathom Rajabhat
University (ECNP). 85 Malaiman Rd., Nakhon Pathom 73000, Thailand, Tel: 0-3410-

9300 ext.3904 E-mail: ecnp.npru@gmail.com

| also have received a copy of information sheet and informed consent form.

Researcher Participant

Witness

Note:

If the research carries no more than minimal risk; risk is likely no more than
routine care/ life, e.g.: telephone survey/ interview/ research involving secondary data
or anonymous specimens which names and addresses of the owner cannot be traced.
The researcher can request to waived when an unjustified threat to the subject’s
confidentiality is inevitable, e.g.: research in drug abuses, HIV subjects, persons infected
with venereal diseases, sex workers, illegal workers etc. However, the information must

be given to the participant even though the written consent is waived.
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Informed Consent Form for parent

Instruction: Please modify this form accordingly*

ID number of participant ...

| who have signed here below is (indicate: father/mother/legal guardian) of (name
Of PArtICIPANT) wovvieiiieieiee e agree to participate in this research
PIOPOSAL TIELE ettt
RESEAICNEITS MAME ..ttt
CONTACT QAAIESS .ttt

TERLEPNONE ettt

| and person under my care have been informed about rational and objective(s) of
the project, and what will be done in details upon the person under my care, risk/harm
and benefit of this project. | have read details in the information sheet and clearly

understand with satisfaction.

| willingly agree to let the person under my care participate in this project and
consent the researcher to (Details what will be performed upon participant as indicated

in the iINformMation ShEet) ..o

e.g.: Response to questionnaires/Enroll in the training program.
For how long and how many time.
How many time and amount (tea spoonful) of blood will be taken. After the
end of the project personal data e.g. tape recorder will be deleted, blood will be
destroyed. If it will be kept for future studies, should be stated in the Informed

Consent Form.

Italic is the explanation, do not state in the document.
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Either the person under my care or | have the right to withdraw from this research
proposal at any time as wished, with no need to give any reason. This withdrawal will
not have any negative impact upon person under my care or me (e.g.: receive the

same usual services).

Researcher has guaranteed that procedure(s) which will be acted upon the person
under my care would be exactly the same as indicated in the information. Any personal
information of person under my care will be kept confidential. Results of the study will
be reported as total picture. Any personal information which could be able to identify

person under my care and myself will not appear in the report.

If the person under my care is not treated as indicated in the information sheet,
| can report to: The Ethics Sub-Committee for Research Involving Human Subjects, Nakhon
Pathom Rajabhat University (ECNP). 85 Moo 3, Malaiman Rd., Muang district Nakhon
Pathom 73000, Thailand. Tel: 0-3410-9300 ext.3904 E-mail: ecnp.npru@gmail.com

| also have received a copy of information sheet and informed consent form.

Researcher Participant

Witness

Note:
If the participant is aged between 8 — under 17 years old, the child must co-

sign with parent or the guardian.
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Methodology and Administration/ Management.

AF 10-07 (Eng)/2.0

1. Is/Are the proposal’s scientific question (s)

reasonably sound

vesOd w~noO w~naO
UNABLE TO ASSESS [

2. Are Proposal’s title, objectives and outcomes

related?

ves™d w~noO w~naO
UNABLE TO ASSESS [

3. Are the proposal technique of the followings

appropriate?

3.1 Inclusion and exclusion criteria

vesO n~oO waO

3.2 Sampling

vesO ~oO w~aO

3.3 Observation

vesO n~oO waO

3.4 Experimentation

vesO ~xoO w~aO

3.5 Measurement

ves™O n~oO wnaO

4. Are Statistical method appropriate?

vesO ~xoO w~naO
UNABLE TO ASSESS [

5. Are the investigators adequately trained and

do they have sufficient experience?

vesO ~xoO w~naO
UNABLE TO ASSESS [

6. Are the facilities adequate?

vesOd w~oO w~naO
UNABLE TO ASSEss [

7. Is the budget realistic?

vesOd w~oO w~naO
UNABLE TO ASSESs [
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B. Ethic.

1. Need of the project be carried out in human being? vesO w~noO wnaO

2. Does the project use human specimens? vesO w~NoO w~aO

3. Are participant categorized vulnerable group? vesO noO wnaO

4. Are toxicological and pharmacological data adequate?  YES O ~noO waO

5. Is the informed consent written or presented in lay vesO noO wnaO

language that Participants can understand?

6. Are participants provided with sufficient information regarding:

6.1 Purposes of study vesO n~oO wnaO

6.2 Procedures to be carried out on participant vesOO n~oO wnaO

6.3 Risks. Discomforts, inconveniences (including

possible discrimination)

6.4 Benefits to participants and others vesO w~NoO w~aO
6.5 The time required for participation vesO n~oO wnaO
6.6 Compensation for time loss/ transportation vesO w~NoO w~aO
6.7 Compensation if adverse effects occurred vesO n~oO w~aO

6.8 Investigators name, and address telephone number  YES O noO waO

7. Are the investigators are able to carry out this study in YES O ~noO waO

human?

9. Is it stated that the information on the research ves O No O N/A O

participant will be kept confidential and how?

10. Is the informed consent procedure/form adequate vesO n~oO w~aO

and culturally appropriate?

Comments :
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Recommendation

| A | Approval (s)
O B Requested to follow format/ Clarification (s)

O C Required revision (s) [The proposal is recommended for approval
subject to the incorporation of the revision (s)]
| D Deferment [The proposal is not recommended for approval as

submitted but it can bere-assesses after revision and addressing of the
reason (s)]

O E Disapproval
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The Ethics Sub-Committee for Research Involving Human Subject,
Nakhon Pathom Rajabhat University., 85 Moo. 3, Malaiman Rd., Muang district Nakhon
Pathom 73000, Thailand, Tel:(+66)3410-9300Ext. 3904 E-mail: ecnp.npru@gmail.com

ID Number: / COENo. _ /

Certificate of Exemption
Title:
Principle Researcher:

Place of Proposed Study/Institution:

The Ethics Sub-Committee for Research Involving Human Subjects, Nakhon
Pathom Rajabhat University, Thailand, has exempted the aforesaid project to be

consistent with the principles of international laws and rules and regulations in the

country.
SINATUTIE! e SIGNATUIE: e,
(et ) (et )

Chairman Secretary

Date of Exemption:

The approval document including

1. Participant information sheets

2. Participants’ consent forms

3. Research proposal

4. Research instruments e.g. questionnaire, training program

5. Other relevant documents e.g.: advertising brochures
Note:

1. No progress review required.

2. Submit notification of final report when finish.


tel:(+66)3410-9300
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Correction Detail As Recommend from the Ethics Sub-Committee for Research

Involving Human Subjects

ID Number.....cocoeue. Tl £ttt
RS AN S NMAMNE. ittt ettt ettt
POSItION. ..., Faculty/Institutional/Affiliation.........cccceeeeeieeiiceee
Resolutions of the Committee....../............... Date..oiieee
Resolutions of Ethics Committee Corrections as the recommend from
Ethics Committee
Details as report in the result from EC. Specify details of corrections, including

the page numbers of the corrections.

To make underline.

Sign ...........................................................
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Correction Detail As Recommend from the Ethics Sub-Committee for Research

Involving Human Subjects

ID Number......ccoeuee. Tl et
RS EAICINEI S MAME ..ttt
POSITION. ¢ttt et ettt ettt e
Faculty/INstitutional/AffilIatioN..........coceieeeeeceee e i

Resolutions of the Committee...../............... Date. e

Resolutions of Ethics Committee Corrections as the recommend from

Ethics Committee

Details as report in the result from EC. Specify details of corrections, including
the page numbers of the corrections. To

make underline.
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The Ethics Sub-Committee for Research Involving Human Subjects,
NakhonPathom Rajabhat University.

85Moo. 3, Malaiman Rd., MuangdistrictNakhonPathom 73000, Thailand
Tel: (+66) 3410-9300 Ext. 3904 E-mail: rdi.npru@gmail.com

ID Number: / COANo. __ /

Certificate of Approval
Title:
Principle Researcher:
Place of Proposed Study/Institution:

The Ethics Sub- Committee for Research Involving Human and Subjects, Nakhon
Pathom Rajabhat University, Thailand, has approved the aforesaid project to be consistent
with the principles of international laws and rules and regulations in the country, and agreed

to give permission to conduct the research proposed.

SIGNATUIE: .o SIGNATUIE: e

Chairman Secretary

Date of Approval: Approval Expire Date:

The approval document including
1. Participant information sheets

Participants’ consent forms

2.
3. Research proposal

4. Research instruments e.g. questionnaire, training program
5.

Other relevant documents e.g.: advertising brochures

The approved researcher must comply with the following conditions:

3. The researcher is fully informed that it is unethical to collect the research data before the project has
been approved by the Ethics Sub-Committee for Research Involving Human Subjects, Nakhon Pathom
Rajabhat University (ECNP).

4. The research project activities must be ended on the approval expired date. If the researcher wants to
extend the approval, the application should be submitted at least 30 days in advance together with
research progress report.

The research should be done strictly as mentioned in the proposal.

The researcher shall use only participant information sheets, consent forms and invitation letters (if any)
affixed with the ECNP’s seal for approval.

In case any serious adverse event happens, the report shall be submitted to ECNP within 5 working days.
If there is any change during the research implementation, it should be approve by ECNP prior to
conducting the activities.

9. For one year (or less) research project, the final report (AF 03-12) together with an abstract should be
submitted within 30 days after the completion of the research. For thesis, the abstract should be

submitted within 30 Days after the submission to the university.
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ID Number.........cccccoovnenn.. COANo....coooveve Date of Approval.......ccccooevvieiciirecnnne,

Approval Expire Date..........c.ccocooovveiiieiieiceceee,

THELE  (TNA1c it e
(ENGUISIN. ettt

RESEAICNEI S NAMIE......iiii e ettt
CONTACT AQAIESS ...ttt
Project Site/Data collecting PlaC. ...t
Duration of research (Month-YEar)...........cccoccooiiiiiriiieiricee e
Number of Research VOIUNTEETS ..o
1. Research Proposal is finished as expected plan.
[ 1Yes
[ INo
REASON. ..ttt sttt s ettt e e s
2. Research was conducted as app
[ ]Yes
[ INo
REASON. ettt et ettt s ettt et et
3. Is there any Serious Adverse Event (SAE) with participants?
[ 1Yes —No of Case.unieieeieieieenns REASON. ...t
[ INo
4. s there any Protocol or Participant Information Sheet amended?
[ ]VYes

[ INo REASOM .. e et
Researcher’s Signature..............covvvcienrrevvcciionnnnnnn,
(e sssessesesssssss s )
............... Sovovevnnieieid e,
Chairman/ Secretary’s Comment
Signature of Chairman/ Secretary ...,
(ot )
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Researchers Al Bluay C?
Date RURUNY3Ided5a
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ABSTRACT
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Keywords
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Research Title  AUNT9I1891LIY

Program RuTenanans
Researchers Al Bluay C?
Advisors Wur%eiU3ny) (Advisors) n3egnsinaaln AUy I(6i)
Date Rundfvinidednsa
COA. NO. e
ABSTRACT
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Keywords
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ID Number................... T ettt ettt et e e e e
RS AT I S NMAMIE. ...ttt e et e et et et e e e e et e et e et eeeeaaee veues

The additional revision of research proposal:

Are there any risks/harms to the participants cause by the research revision?
Risk [ ] NoChange [ ] Increase [ 1 Decrease
Benefits [ ] NoChange [ ] Increase [ 1 Decrease

Does it important to report these changes to the participants of the research?
[ ] Not necessary to report.

[ 1  Should give more information to the research participants.

[ ] Should modify the informed consent for participant.

Researcher Signature.............cccoooeeevivieeccecee
(et )
............ Y SNy S
Suggestions/ opinions of reviewer:
Signature of Reviewer ...
(e )
................ S SO
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Duration of Research Proposal ...t

1.

A

Data collection starting date... ..o s
Since then the number of the including participants..........coccovereennrcesccen,
Number of the including participants.........cccc........ ASeeeeerneenn percent of the total.
Number of the withdrawal participants ...

Number of the present enroll participants ...
Researcher did finish the project:

6.1. Number of collecting data by interviewing/ questionnaire .........ccccceveneve.

6.2. Number of collecting specimen/ blood/ ...

6.3. Number of organizing health program.........cccceeeineneccescse e
0.0, OTNEI e

Are there any serious adverse event (SAE) in the project [ 1Y [ IN

Are there any change in the research proposal and the information for the
participants? [ 1Y [ IN




248

AF 01-16/2.0

AUWILYBIUILETUNIDOUNTTUNITHNUNIY

[ ] edssrfulasemsidednes

[ 1 ehlasansidunounvug

[ ] Ujwsmsiansanlasinide Mgdadrunluouan
[ ]

=1
DU TEU.vrrrrrrrrenennereseseennnns
AIUNBUNTTUNITIRDITU e
FUT oo
o v v Y a o w
AMMSUR TN NE1UNIUY
NS UETDTe oo FU e e

Y

WTIUTEYUANEOUNTINNTT T

AMTIFBUAITTTETUTL e e e




249

AF 01-17/2.0

ARRINED
A01UNNIN15IY

- a o
MMD132u1ATINNSIY

a = aa X ' aw
iqﬁlaglaafﬂﬂ“llaﬂﬂ?qul»ﬁﬂﬁqEWILﬂﬂ“llu’i]']ﬂﬂ'ﬁlﬂ?’]i?uiﬂi\iﬂqi?'ﬂﬂ

Yy Y a
AIUNURTUTDNIYU

'
a

g : ignngtesiniiunisiagaiu



250

AF 01-18/2.0

v do & v a awv o
1runInludasgilasinisidenaunivun
Puugidisulasinsifeiiganeiagneumauidela

AR EN I IeRlAIN1S

Wolufiawelieflasinis

e e

d
]
] iAeugnsadlifiassasdty
]
]
]

() =>4

U ) oo

m’mLﬁuﬂjaaaqnssmmsﬁmmu




AF 01-19/2.0

TASINSAEN oo, 15849
Yo o [}
BARBVIAN ...oorrveceroncernsosesssssss s e
=5

nsussliumanisal/dsynn
1. syAuAMUTULSs ibienanadnsidededin

MDA @TATIVENNT oo

cs'
DU G TEY i



252

AF 01-19 (Eng)/2.0

Principle researCher’s NAME.. ...ttt e

Summary of the Serious Adverse Event/ Incidents:

The evaluation of the event/ problem:
1. Level of the Seriousness: Number of Death........cccceviirieeininiiieeeeceee e
Number of Disability/ INCapacity.......cccceieenivieriereenns
Other (SPECITY)....vuiirieiieere e
2. Did the event was clarified in the information sheet or mentioned to the
O U Tal] 0= L £ TSROSO
3. Did the incidents related to the research process?
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