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WUULANETST ScF 02_01 (Eng)

The Human Research Ethics Committee of Thammasat University (Science).
99, Moo 18 Paholyothin Rd., Ampher Klongluang, Pathumthani 12120, Thailand
Confidentiality Agreement

This agreement is made on the part of the signed participant below, who
agrees not to disclose to any third party of the secret or confidential information,
knowledge, or data regarding the procedures, documents, activities, or decisions of the

Human Research Ethics Committee of Thammasat University (Science), (HREC-TUSC).

5/111



WUULBNENST ScF 0202 (ut 1 7 1)

LUUBEAIANNE U oL UAHNEN1STANULINaU ST v

= = v @ 1 4 o % a a o [ [y
L‘Ll’e)x‘ifﬂ']ﬂﬂ’]illﬂ’]i‘Uﬂﬂ‘ULL‘VNNﬁﬂi%lﬁ‘ﬁu@’m%’ﬂ%ﬂ?i‘Wfﬂ'ﬁm’ﬂ;ﬂiﬂﬂ’]i’lﬂ]ﬁJlMLﬂUlﬂGﬂlWiaﬂ

2395551 NsUNSTANULINaUSElevURINaND Takn

N O R A A A

nslasunauselevudiusimsonalselesuniavnan
fiauduiusarusiugide wu luyeealuasouas WWusu
mﬂéf’%’uNaﬂiﬂwﬁﬁﬁyjaﬂ'Wz;mmﬂiﬂiamﬁé’f&iumqmaﬁamaé’au
Hugsuiderteduivinunlasemside
mndmndnstianulisauselevdlulasinisisele

U] %ﬁWL%’]ﬁ]ﬂﬂ%’ULﬂuﬁwumu‘lmaiwmﬁ%’aﬂu

] 41 dugauilaeni1sianuniinalselovillianenssunise SUnsIunaunis

Useuuazdufoandnioslseuuneinnenssumsd #915alAsnsideny
[ 9mandugaulaken1siniuwisnayselevilulasanisideliauenssunisy way

yAranguannsuLilelnsunsToce

Frdlasnudenudduudiwazseniuazufiiny Jasanefietelilundngu

6/111



WUULBNENST ScF 0203 (ut 1 970 2)

wuvasuadunsuntig

U5T51UAMENTIUNITIZEEITUNNSTIVETUAY XS, d191INeA1Ens
Uszsruamenssunsd liannsudsienesednisud Wugiidanuduagysyaunisal
pgnaiganelumuasesssunsinideluau
USE5NUAMLNTIUNIST Tsenseseiuntsasas 3 ¥ wasidleusunuannunnss
fandfiaylasunisussdslasn
NM58198NNEIIL USTTUANZNTIUNITT FoeuddliadnIsud waznssuns Bu 9
NIUiANLUsTAaIRluA SR Nl uanednwaldnYs MNUTLEIUANLATIUANST a1een
AMENTIUNITISETTIUNTIVUIUAL UT. XINNITARLEBNUTEEIUT INATIUNITY kA
[uDTeraasnsuUR Liteusasioly
UsesuANENTINAGT Feskunseusuiuaiesssunsiiidennideludeluil

O Principle Ethics
O GCP (Good Clinical Practice)
O SOPs Training

Usgsnuamuenssuns inthilunsissigsnsinuesnunssuniss Widulua
NANNNTATYTITULALUINTFIUANG

Usgsruamgnssunsd dndidiiunisauuleuisanenssun1sa3esssun1sive
UINYSTTITUANENS

Usgsmuaniznssuns dvthitlunsdiiunisussy udsmanisiansaniasedaniside
TUge3de waramnuluenansiig 9 veeAuENITUNITY

UsesmuAnznsTunnT dnihilun1su§URnnsAe uazueununensiig 9 i se4
UTEBMUAMENTIUNTY BYIUNNT FAIBLATIUNNT LagNTTUNITY

UsE51U AT T189TURANIA LT UNUR BB NMTUANTUTBIE MIUAR 183 TauasuInNT U

LMINENAEFISUAERS Uay 1 A3

77111



WUULBNENST ScF 0203 (1t 2 a7n 2)

UTEHIUANLNTINNIST andnsaliauustilagruANMiNYaUYRIAMEATTUANTIIUANT

LAIRINTTUNISY LilENALNY WaTNSIUNISY MBLLADENTUR

USE5IUAMIZNITUNTT @NUNTaRAEe N TN TiLay A UYeIALENTINANTT AL
ANUNIEEN NelAIUIAVRIBTNISUR

Uszsuamznssunisa Wusunuanuznssunise lunsaadeuszaiuauiertunis
A UINUTIIAAILNTIUNTT FEBIANITNINTTUETTUTLAET 09
Fossnmmnuduvesteyalulasisiniside uazdoyadu q Miedes

' [
=

WedugAn1TUsEguviseliodugnn1siiasanfesduenasiasesanisidenay

CY

Toyaimneitesderuimtinddnaus

PanlieudennudiuldiasseniuarufuRnudasansiievel lundngu

8/111



WUULANETST ScF 02_04

LUUAIUINSUNTIUNUIN

5899UTE51UAMTNTTUNITIISTIUNITIVUIUAY UNIINYIFYSITUANEANT HI1VIINYIAENS

[]

[]

]

599U5E5 UAMLNTSUNITY LARINNITLANAIUBIDSNITUR TAYNISIEUBTRVRIUTLEUAME

ASUNIT
$99UTEHIUAULNTTUNITT TI1TLNNTASINNAUIATIIAY 3 U

N1TAND9NINANUL T09UTTETUAZNTIUATT ABILASINDENITUR LaznIsuNIgs du 9

nsrvieAnuUsTaeRtunsateentduatednualsnes NnsesUsEsIuAMENTIUAIT
a190n USTsIUANZNIIINITY 987N1SARIEBNINNIINNSY waziauederensnsul
lourssasioly

599UTEHUAULNTIUNNT éfaqm'mmsamuéfmﬁaﬁiiumiﬁﬁ%’anqﬂﬁa%’aiusiaiﬂﬂf

O Principle Ethics

O GCP (Good Clinical Practice)

O SOPs Training

09UsEEMLAMENTINNITT Vit Tiunudsgsus iedsesms laimmsaﬂﬁﬁ’ﬁmﬁwﬁlﬁ

oA

0 m3msslidsnsiiuresamgnssunise Wdulumundnnisedesssuuay
UINTFIUEING

0 msdudumsussy iefinnsanlasasnanside uazasuinluonatseng 4 vednme
NITUNIT

O UURn5Ha ¥3aNeUNINEATNAANTUA LATIYNNT HAILLAUIUNNT LagNTTUNITY

0 Wudunuangnssunist lunisiadeUszaiusuisadunisdnidusiuues
ARIZNITUNIT ADBIANTNNTTEsTIUATos

vy B uUsEsIun teunng

o =

RosinwIANUEUTRIlRYalulATIsINTITY Uavdeyadu o MNeides
Wedugan1TUsEyuvTelladuganisiiansandesindiunenalsiasesanidouay
v A P = J Y oo w

Toyatinetesderudmind1ineuy
PanlieudennudiuldasseniuazUiRnndsasaneiietel Ldundngu

9/111



WUULBNENST ScF 0205 (1t 1 970 2)

LUUAIUINSUNTIUNUITN

LAVIYNITAMLNTINNTITETTIUNNTTINTUAN UM INYIFYTITUAEAT d1U1INIAEAS

[

BIUNITAMENTTUNTTY LAIINNITUAIRIVBIBENITUR Tnen1siaustevaslsesunme

N34S
LAYIYNIANIZATINANTT TTEsiseiumiangiag 3 U uazilewusiumisnanised
A arldsunsudeReliEn

A138198NAINAIUMLS LATIYNTAMENTIINGT Fesudsliesn1suf waznssunis u 9
nyufsmnulssasalunisateeniuanednualdnys MN@UIYNITANENTIUNIT 8198N
Us¥BIuANENTINNTTT A8INAAEENINNTIINT uazlaupTasnasn1sURiflous s
moly

LAUYNIIANENTINATY FesHunsausuduTiessIunsiiTennidoludeludl

O Principle Ethics

O GCP (Good Clinical Practice)

O SOPs Training

AYIUNTAMLNTTUNITT Tntd9]

O vhwthilswiulszsunmznssuns Tlumadeniimsfinsanlasednside ik
nssumMsitenumulasisasite sesmmnmsalliifieUszasd senuanufimih
F189UNTEYALATINTINE LUy

0 asvasvtuneumIAniunsiansauilasaiensidelndulunuisdniunns
WINIFIU

O Muguakazusmsdnnisnsaiiuaiuresdinmuanenssunise Wduludeany
Seudeunudsaiiun1suinggu wazimuiyaainsangludiinaus niaug
AUATLTA

O fuRaveuNarUIINTIAMUUszAnaeE NN ABME NN I AN dussTumans
Avun

0 Uszanunu vieauHuRanssilofmunaudNus ATy nieAMENTTINT WAt
U39 vise flvinuide

10/111



[]
[]

[

WUULBNENST ScF 02_05 (1t 2 37n 2)

O swilewarysrarunudulsesiud lunsgualaznII9deunN1TANduIuves

Aen3suN1sa Mdulumiuuleuneves mInedesssumans wasiniswalun

UsuUssulsunemsdiiuauuesnuenssins egnseiios

MU TOUsHaS TN TITE IR U T lurasRetog

O Wudunuamznssunis lun1sfndeUssaiuaruiiersunisandueues
AQIYNIIUNISY AODIANITNISESTUTI AT

o) swmumumwﬁqg}gﬂLﬁﬂﬂﬁﬁﬁ@ﬁﬂwiéuq Lﬁaﬂﬁﬂ’amﬂuﬁwﬂfﬂmm ANUAHLN AL

O

MURUINDUNUTLEIUY UOUNUY

AosinwIANUUTDUaYalulATITINNTITY wavdeyadus MeITes

(%
a a

Wedugan1sUseyunIalladugan1siiansandeaidiunenaislasesanisidouay

9

% A v | A 1Y Y oo o
GZJEJZSEWILﬂEJTEJENEN?]ULT\]’mummummﬂ

FrmdlesudenudduudiwazeeniuasufiRnudsasansiietel idunangu

11/111



e

[

WUULBNENSH ScF 02_06 (Mt 1 370 2)

RUUAIUINSUNTIUNRUNN

IYLAVIYNITAMLNTINNTITTTINNTITUAN WNIMLIFBFTIUNAEAT F1U1INFNENS

AYIBLAUIYNMTAMENTINNNTY IHINNMTUANITeIeENITUR Inen1siaustiorasUsesunne

AIIUNTT

[

[

NYELEYIUNNTAMLATIUNITT TI15ENNTAITIFILAUIATIIAY 3 U WALkl oW UmAILAUIRININTY

3 q
favisfasldsumsusaialdan

nsaneenaINUMLS fraelavIynnIANENTIINNGT FoauddlieBnisud uaznssunis Bu 9
nuisenudszaslunisateenduaiednualsnys MndYisiauiunIsAMensIINGT a100N
UsysuAnienIIINT asiinsdnidenainnasums wasiauederoosnisuiieussiasely
A IyNIAMENTIINTT foskuN1TeUTHi LTS EssIIMTI sy nihdeluseluil

O Principle Ethics
O GCP (Good Clinical Practice)
O SOPs Training

HYIBLAUIUNITAMENTTUNTTY InthAtiembeiariunsanenssunis lun1suinisdnns

msandurnulndulumenmuseudesnudsandunisuingg v wasyimiiunuayIynis

Wiaauyn15 Wanunsaujuavinala e un

[
(%

0 vihwmrhiTaAuUsEsuamgnTIunig lunsidonisnisiiansanlasesaniside use
nssuMsilonumIulagesan1side stenumgnisallifislszasd s1eauauAIvh
FBNUNTYALATINTITY sy

0 mmaausﬂgumaumsﬁwLﬁumiﬁmmﬂmqéwmﬁ%’ﬂﬁﬂﬂﬂmﬁ%ﬁwLﬁumﬁmmgm

0 MiuguakazuImsdanisnisandunuvesdiinauanznssunis Wluludeai
Sgudegmudsaniunisuinsgiu wagiauryaainsateludrdnaus daiius
ANAINNTD

0 SuilaveuMarIsdamsulsznanesd NN rvdnnam R TIvedesssurmans e

O JilauarUszaruiuiuusesius lun1sguanansIEeUNNTALEILUYDIAMLNTTUNIT
Tndulumuulouisass un1ine1desssuaans wazdnisimuiviuusaulouisnis

ANTUNUTBIAENTIUNNT BE1sBLLBY

12 /111



WUULBNENST ScF 02_06 (1t 2 a7n 2)

Y

O MALEULALINNITBUIUASEFIIUN I INUTNIdelupe MINeT09

O WuMINuUAMzNIINNI5Y TuN1sAARaUIEa U ULAEIAUNITANLTUINUVD
ARZNISUNISTY ADDIANTNINIIYTITUTLAEIVDY

O TIUNUANBLAINLIMTNNGINTEUY eUuRauludidnaus muanuwvagay

O 1@v1YNITAUENTTUNITY NTUINUTLAIUIU NT0INILHUAINTTULNOWAI U
ANUENTUSNATENINAMENTIUNTT waznIde v fLViuide

YMNRUINDUNUTLEIUY %38 LA™ UBUNLUNE

AossnwIANUEUTDlaYalulATIsINTITY Uavdeyadu o MNeites

(%
a a

Weduann1sUTEYUnIaLiladuann1siiansadesidunenalsiasesan1sidouay

q

% A v | A 1Y Y ao o
GZJEJZSEWILﬂEJTEJENEN?]ULT\]’mummummﬂ

PanlierudennudisiuldassensuasuiRnndsasaneiietel Ldundngiu

13/111



WUULANET5% ScF 0207

WUUAINSUNSIURET
ATIUNTTY LAZNTIUNITLEIN
2993385554N15998TUAL UMINIRUTITIUAEAS §191INeFIEns
N55UN"5Y WAENSTUNSETUIAIINNTS U135 TnensiausdeveUsesu

ABIZNTIUNT
ASUNISY LATNTIUNISHESULITLAITAITINNAUIAS1IAY 3 U

A1587199NANALNUL NTTUNITY AL NTTUNISLASUADILIILMDTAISUR LarnNITUNISY

AU 9 nuienuUszasalunsateenluatgdnualionys
ARIENTIUNITY ABINIUNITBUTUAUASEETIUNSYINITeynTidalusalull

O Principle Ethics
O GCP (Good Clinical Practice)
O SOPs Training

fnthilun1sianslasesenITenlasuteunnenoun1sUTEYUANYNTTUNISTY

R ] A a v a av o &
NVU’]WL?J']T]@Jﬂ']i‘Uﬁ%GQNLW@W"\]’ﬁqu@ﬁUIﬂﬁ\iﬂ']i']"ﬂﬁl PNU
U d' Y a

)] 1ASISNNTITENINTUIATILTA

' '
v a1 14 ]

(2) lasesnsidendadnunivenan sty

(3) 9189UANUATMITVBINTITY

(4) T8uNsAUgANTITY

(5) dmudluiinFalasaimside

(6) seaumgnIsalliieUseasRvlinienss

(7) Buq Asesum thidisey
Fossnmmnuduresteyalulasssiniside uasdoyadu q Mfedes

Y

o o

WedugaAn1UsEguvIelodugan1siiansandasidiunenalstasasinIsiToas

% A v ;A Y Y ao o
GUEJ%ETV]LﬂEJ'JGU@QaQ?]UL‘r\]']MU'W]ﬁ’]UﬂQ']Uﬂ

PanlieudennudiuldassensuazuiRnndsasaneiietel Ldundngiu

14 /111



]

WUULANET5% ScF 0208

LUUAIUINSUNTIUNUIN
NUSNY1Ba52V09938555UN1598TUAY UNIINYIALSITUAENS a1v1Inedans

A e a 1 7 & v a PN
mﬂiﬂwﬂaasﬂﬂmﬂmiLmewa\‘i‘Uisﬁmﬂmzﬂiimmiﬂ LUUQL%S?%WQVIﬂm%ﬂ??NﬂW?“’I

AsuNiuIdAwNgal @ansadienuniulasesensisetu o 1d

N Y o a ] Ay av vo
lJ‘VTu’TVlI‘Uﬂ']5‘W"U']5§U']Iﬂ§\ﬁ'mﬂ73'3ﬂEJ‘VII@TU&IE]‘U‘W@J']?J

a6 v 3

i liauiiu waznIeiin3aun15UTEguAMEnNIIUNITT e fiasuIAnauy

1ATINFITENVAMULIAU

dleduganisiansanlasssensidedeiaaunmnisilunuinuaugea

=

AosinwIANUUTDUeYalulATIsINNTITY uavdeyadus MNeITes

Y

%
A a o o

Wedugan1sUsEyuvTelleduganisiiansandeaidiunenalsiasesanidouay

q

% A v | A 1Y Y oo o
GZJEJZSEWILﬂEJTEJENEN?]ULT\]’mummummﬂ

FrdldsudenudduuditazeeniurzufiRnuiasansiiotelilundngu

15/111



WUULBNENST ScF 03 01 (ut1 1 970 2)

AMTNIIUNITIIYFITUNITIVY IUAL UWIINYIRUFTIUANEAS F1V1INYFERAS

fu o =t

W09 110 HU 1 91A15U8YIR U INedusITTUAERS AUGTIEN 0.AABINIe 0.AFDMAN
.Unusnll 12121 Insénni: 0-2986-9213 s 7358 E-mail: ecsctu3@staff.tu.ac.th

COA No...../......

Tususaalasensive
SHLATINISIVY
Folasennsise

o/ [

A8%A

eXe

MU2897U
AMENIITUNITISES5TUNTIVETUAY UM TINYNFeTITUAENS @191 Ne1ANEns Lo
W15 laelendnues Declaration of Helsinki, the Belmont report, CIOMS guidelines

ua¥ the International practice (ICH-GCP) eusiRlvisnilun1snu3desetanaila

USEEIUANLNTTUNIT NITUNMIUALLAVIYNIT
Juifuses JUNUADNY
AAUARITIBUAUAIIAT 2 AZT 1 oo
NENsTAMZNTIN N155UTD9
1) Tasen153de

2) Peyadmiulsyviny/nagudiegranegildiusinlunsifeuazluduseuvesdsyviny/
nauiegemIaRildIuTINluN1TIdY

3) UseTAgide

a) wnansiesesdieney ldlunsdide Wuduin wuvasuaw

5) wnansau MAedes wu lenasussanduiug i

16/111



WUULBNENST ScF 03 01 (ut 2 a7n 2)

daufjiRdniugideTulassnisicunisiusesinuaiesssunisideluau

a v o J P

g5unsvindunisinasesssy mnanliunisiiudeyanisidensulasunis
RINAMYNTTUNTNINTUIAIYTTTUNITINY

mntususedlasinsITevanety NMIAdunITededed Wefen15eayfeue
audAlndarmiilianndy 1 ieu wieudsssauanuinmiiniside

N

o a

TResesiliunIdeaunseybilulasinisidvedansiase

e>°

ANYA09d95189UANUAIMTIAUNAIAMUA (WUULBNETS ScF 09 01 51897
ANUNINIINTTITY)

(] o 1 ]

lfienarsveyadiviunduussyinsusedidiusiuluniide luduseuvesngy
o

Usgvinsnseildiusiuluniside uazienarsidaydnsinide (61d) awaei
UsenunsIAILNIIUNISIVINIY

wnifamgnsallifiaUszasdseussluaauiinuleyaivesudfainamuznssunis
AOIT189UANENTINN1TIA8TUY 5 TuviinTT (LUULenals ScF 10 01 91897U
winnsadlaifisUszasniianse)

mniinsidsundadle 9 lulasiniside dnidededlvdianzoynssunisiiatsan
SUTRINUALTUNT (LUULBNEATT ScF 08 01 $1891un1sildsullasn1saiunis
39)

AUUUTIBNUAUGALATINIGTIAY (WUUeNENT ScF 11 01 $1891uduanlasan1sIdy)
nan e 1ely 30 Tu Welasanisiseiasadu
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WUULONENST ScF 03 01 (pg 1/2) (Eng)

Y- 1 The Human Research Ethics Committee of Thammasat University (Science), (HREC-TUSc)
= ?" Room No. 110, Piyachart Building, 1 Floor, Thammasat University Rangsit Campus,
Prathumthani 12121, Thailand, Tel:0-2986-9213 ext.7358 E-mail: ecsctu3@Staff.tu.ac.th

Certificate of Approval

Project No.
Title of Project
Principle Investigator

Place of Proposed Study/Institution:

The Human Research Ethics Committee of Thammasat University (Science), Thailand,
has approved the above study project in accordance with the compliance to the
Declaration of Helsinki, the Belmont report, CIOMS guidelines and the International

practice (ICH-GCP).

SIGNALUIE: ..o, SIGNATUIE: ..o,
(o ) (e )
Chairman Secretary
Date of Approval : Date of Expire :

The approval documents including

1) Research proposal

2) Patient/Participant Information Sheet and Informed Consent Form
3) Principal investigator’s Curriculum Vitae

4) Research tools eg: Questionnaire

5) Other relevant documents eg: advertising brochure

18/111



wuueNasi ScF 03 01 (pg 2/2) (Eng)

The approved investigator must comply with the following conditions:

. Researcher fully understand that it is unethical to collect studied data before
the protocol has been approved by The Human Research Ethics Committee of
Thammasat University (Science), (HREC-TUSC).

. The research protocol activities must be ended on the approval expired date. If
require to extend the approval, application should be done along with research

progress report not less than one month prior to expiry date.

. The researcher(s) must strictly conduct the research activities as mentioned in

the proposal.

. The researcher(s) must submit the progress report according to schedule

(ScF 09 01 Progress Report Form).

. Use only the participant information sheet, consent form, research tools,
advertising leaflet (If any) that have been approved and stamped by the HREC-
TUSC’s seal of approval.

. Report to HREC-TUSc for any serious adverse events within 5 working days (ScF
10 01)

. Report to HREC-TUSc if any changes of the protocol for approval prior to

continue the activities (ScF 08 01 Protocol Amendment Form).

. Submit the final report (ScF 11 01 Protocol Final Report Form) within 30 days

after the completion of the research.
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WUULBNENST ScF 03 02 (1t 1 970 2)

ABIZNTTUNITIIYFITUNTTINEIUAN UNNINYIFBSITUANENS d191INeAEnS

sy a

Vo4 110 9 1 81A15U8v R U Inedesssueans gudsedn §.AABIVTY B.AABINAN
.Unus1H 12121 WnsfAnei: 0-2986-9213 sio 7358 E-mail: ecsctu3@staff.tu.ac.th

COE No...../1........

TusU5891A59IN15ILLUNVILBNLIUNITNATTUIDIETTTU

SHLATINISIVY
YolATIN15IY

Aunan

eXe

MU2897U

NE1SNSUTa9
ABZNIIUNITNANTUNIDIEFITUNTINEIUAL UMNINBNFUTIIUFERNS @NVNINBFERNS

Tonasan Tneldnanwuaa Declaration of Helsinki, the Belmont report, CIOMS guidelines
way the International practice (ICH-GCP) Wa231lAsenIsiged9auUIUIe  8ALIUAIT
N15041938555U (Research with Exemption)

ﬂigﬁWU?}mgﬁJ‘L‘miiMﬂ’ﬁ“’l NITUATTILLASLATVIUNTT

AUNDONEBNEATNT oo,

UNEUDTUNUTEYNATIN oo

WNENSNSUTDS
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WUULBNENST ScF 03 02 (1t 2 a7n 2)

Houjlindmiudidululasensiimunisiusesiussesssunisiseluay
Lisipsdananuauiang
mnfinmswieuwdadle q lulasinside dnidededidnaznssunisfiansaniuses
Aeuiuiuns (Wuuenans ScF 08 01 MeaunsiUasuwlanisaiiunside)
Soddulasinsidoiaiaiu Wiidedwuunenuiugalasensids wuuonas
ScF 11 01 Tenudugelasinisisde) nelu 30 Yu elasanmsifoiadodu

ABIZNTTUNITIALYNANEENESEIBASU 3 U duanniuifansandndu anelu 30 Ju
Walasansdeiasadu
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WUULONENST ScF 03 02 (pg 1/2) (Eng)

The Human Research Ethics Committee of Thammasat University (Science), (HREC-TUSc) Roorr
No. 110, Piyachart Building, 1% Floor, Thammasat University Rangsit Campus, Prathumthani
12121, Thailand, Tel:0-2986-9213 ext.7358 E-mail: ecsctu3@Staff.tu.acth

Certificate of Exemption
Project No.
Title of Project
Principle Investigator

Place of Proposed Study/Institution:

The Human Research Ethics Committee of Thammasat University (Science),
Thailand, has approved the above study project, in accordance with the compliance
to the Declaration of Helsinki, the Belmont report, CIOMS sguidelines and the
International practice (ICH-GCP).

The Human Research Ethics Committee of Thammasat University
(Science), decided to exempt the above study. These decision has been reported in......

(month/year).....meeting.

SIGNATUIE: ... SIGNATUIE: ...,

(et ) (vt )

Chairman Secretary

The approval documents including
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WUULONENST ScF 03_02 (pg 2/2) (Eng)

The approved investigator must comply with the following conditions:

1. No Continuing review required.

2. Report to HREC-TUSc if any changes of the protocol for approval prior to continue
the activities (ScF 08 01 Protocol Amendment Form).

3. Submit the final report and abstract (ScF 11 01 Protocol Final Report Form)
within 30 days after the completion of the research.

4. The protocol will be kept for 3 years after the date of exempt decision
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ScF 04 01

v 12
YUNNUYaAIU
g (WU28UanIU) 3.
@ Suii

1599 VBLAUBLATITIVINYIRNUSHNDSUNITNANTUIR3EFITUNNSIVE T UAL

BYY  USEHIUAENSIUNITISUSTIUNTIVYIUAL UNINY1BETITUAIENST @19INLFAIENT

dandennaie 1. Tumwesun1siansanasesssun1sIve (LUUenas ScF 04 03)
2. 159N 539uazionan s o MNeItes 31U 4 Yn

wioulnadidnyseling 1 yn

T TIaL LT T UNANEITEAU e
ACUL/ANTUU/TU DTN e UANINY1REFTIUANENS
[ T o E 3T KT S T
LazUsrasaviauavesuNsiansanasesssumsive il lassnsiaed IeHun1siiansan
AR MNugNFes uazUszlevyl (Relevant and Scientific Merit) 1 91915 UN5HN TN

939555% 1nenalniNe19995EAUANE/A0NUW/MUN89ULED

= o 44' a o a vy v a
JaFeuniielsaiarsandnliunslise dndunszands

DI B e BN D e
(oo ) oo )
a“:ll =1 a a 5 Ya v v}
D159NUINWIINYIUNUD EU\I’J gran
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ANUR/HB1UIUNNT
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ScF 04_01 (Eng)

MEMORANDUM

For thesis proposal

Reference number........cccoooeveeveeeeeveeveean, Date..ceeeeeeeeeeen,

Issue: Submission of thesis proposal for ethics review

To Attention of Chairman of the Human Research Ethics Committee of Thammasat
University (Science), (HREC-TUSc)
Attachment: 1. Application form for ethical review (ScF 04 03 (Eng) Form)

2. Thesis proposals of 4 copies and an electronic file

My NaME iS .ccoeeveeeee e e v e e @ dOCtorate degree student/master
degree student.......cccceeeviveeeine e, INStitutional Affiliation e ,
Thammasat University, would like to submit a thesis proposal entitled ................

civ e TOT ethics review. An application of thesis proposal that
indicates its ethics application has been reviewed and approved by the thesis
proposal examination committee shall be submitted to, reviewed by, and formally

approved by the Chair of the HREC-TUSc
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o = 124
UUNnuanld
g9 (MUIBUAMY/EN1UN) s.
@ Sudi

1599 99LAUBLASITNNNITINELNBSUNTISRINS NS E5ITUNSI8 TuAL

=

BEU  U52519AMIENIIUNITISESTINNTINETUAY UNINEIREETINAIENT d1U1INAIENT
Aadenndae 1. luAwesun1Iiiansanasesssun1slse (Wuulenans Sck 04 03)
2. 1A5999N15398UALLENANTAY 9 MNEITBY 311U 4 YA

wioulvddidnnsednd 1 yn

AIE UATED Ve TR K TSSO
AOLE /B TUU/TAUTEI U oo UNINYNRYSITTUAARNS

LI ) e PR A R R R KLk 1 IS

v v
v

waTUSLAIALLAUBYDTUNISNANTUIRTETIIUNIITEY 9198 1ASIT19n193988 TakIunns
NI15UIANAT AUYNFADY warUselevil (Relevant and Scientific Merit) Lito1d13un"s

NI15U1938555U InenalnNed9958iuAnE/a0101/NUI89I UL

= o 44' a o a vy v a
"\]\‘1LiEJUlIr]LW@IU?@W"\]’WEU']@’]Luuﬂ'ﬁiﬁ@'ﬂEJ AINUUNTEAUES

a Yo
ﬂmum/gawuwms

U Y Y
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ScF 04_02 (Eng)

MEMORANDUM

For research

Issue: Submission of research for ethics review.

To Attention of Chairman of the Human Research Ethics Committee of Thammasat

University (Science), (HREC-TUSc)

Attachment: 1. Application form for ethical review (ScF 04 03 Form)

2. Research of 4 copies and 1 electronic file

MY NAME IS v POSITION ot
INSEEUTION Lt , Thammasat University, | hereby certify
that, as principal investigator, | would like to submit a research protocol
entitled........cccoee e, SUDJjeCE to obtaining scientific merit of ethical review.
An application of this research protocol that indicates its ethics application has been
reviewed and approved by supervisor(s) and research team members shall be

submitted to, reviewed by, and formally approved by the Chair of the HREC-TUSc
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ScF 04 03 (w1 1 910 4)

TuA19935UN15NAN5AUNA38555UN15398 (Application Form for Ethics Review)

1. FOUATING THLE (NN TR oot sees et o
(DB ENGUSN) s e
2. %aifs Jvan Full Name of principle investigator (AM8IE:TNEN..oooooooooooeecccccccccecee oo
(DNIDING: ENGUSN.coovririeeii s e
LS (Position) Student/ ReSearcher/ LECLUET...........oivvwooeeeveeeeeeeeeeeeeeeeeee e
VUIBIY/AOTTUTFITA (INSHEULION) oo ee et
INTANN (Telephone)......oveveeeceeecee et INTATT (FAX). oo
IWN5ANYL000 (MODIle PRONE NUMDET) ..o e
E-mN@IL AGAIESS: e ettt
3. 9191587USnw (Full Name of Principle advisor) (MWNE: TRAD) woooooooooeeeeeeeeeeeeeeeeeeeeeeeee
(AIBING: ENGUSN) s
VUIBIY/AOTTUTFITA (INSHEULION) 1rreereeeeeeeseeseesessesessees et es e
INTANN (Telephone).....o.ocevveeeeeeecceeeeeee o WNTANVT (FAX)e oo
W5AN9LI000 (Mobile PRONE NUMDEN ... e
E-MNail AGAIESS! ettt
6. Ussrny/nguinedns uemdeiwad diulszneutentad Yan Avdwma ede thdavds ans
WUFNTTU nasziivu Mgasﬂjaﬂﬂaﬁmqmmw (The protocol involving population/participants as
human subjects)
[ 1109 No (Lidhenenisinnsaiierentssusesasesssunisideluau Not considered for
ethical approval of research in humans)
[ 119 Yes (derenisiansanidievenisiusesaiusssunisidelunau Considered for ethical
approval of research in humans)
5. Usguny/naudiegng fifinw (The protocol involving population/participants as human
subjects as follows)

51 naus1zue (vulnerable)

[ 1dUqelsAIn (psychosis) [ ] ##e3d4 (prisoner)
] Lﬁﬂmqﬁ’m’j’l 18 U (younger than 18) [ ]an3iinssn(pregnancy)
[ 1 fasengidmnudiunmiedisenile dementia) [ 1 ftheanoadou(dementia)

[ ]Auiin1g (disabled) [ ] Ugygyroou(mental retardation
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ScF 04 03 (w1 1 910 4)

[ ]dewen (refugee) [ ] vnsinauei (drafted private)

[ ] %uﬂdmﬁaﬂ/ﬁiﬂaﬁﬂau’l/ﬁama (minority/different religion)

[ 16Uwl5A (having disease (SPECIIEA)).... . wrrrrriiiiecceersrrrereeeesssssssssieeeesnees

T N(a L D
5.2 ﬂEjiJliJL‘di’lzmﬂizq(non—vulnerabLe) ...........................................................................................
a0l Lﬁusﬂjaa&a 971U (Number of places to collect data)........... Wa 52y (specified).........
5zqamuﬁLﬁuﬁayjaﬁ'ﬁﬂmzﬂiiumsﬁmimw%aﬁssmawﬁamm (Which site has Ethical
Review Board (SPECIfIEA)) ...t
UAEUITETLYTOFUNING AGENCY) oo
L] eglusswinemsfionsan (granted) LI 1d5ususi@uds (in the review process)
ﬁﬂmu/nuﬁlﬁ% (AMOUNT OF FUNA) ..o UM (Baht)
1A595199meInusAassnsdelanIun SRS vBIAMENTINNNT

( Thesis proposal/ research proposal that indicates its ethics application has been

reviewed and approved By).............ccoovvvorreeoieereoeeeeeeeee e 10T (DAt
whenw/antudulunsridfe(iidesaufunansuie) (Name of other institutions (multi-

CENEEIEA STUAY))....eviieicee et

10. Y9LAUDTUNITNANTAUITUTDLUU (Trey of Approval) (fn¥azuleaasUIsANNITUINIL

LONASHUY 1)

[ entiunsiiannsan (Exempted) WAKA (REASONS)........oorceeorvoveroeeseeeseee
[ 159871 (Expedited) AN (REASONS)..cuueervveeeemeeviericreeesieeeseeiseceeeesseesneenns
[ U@t (Full board)

11. Afidenge (Attached documents)
i it | ndhi
(Yes) | (No) | diinanu
3YTITU
Juin
(Official
used)
11.1 | Juiintaanny lauelAsesainerinus (ScF 04 01) Aases [[ 1 |1 ] [ ]
M53%8 (ScF 04_02) wievedunsiansanduasesssy
Memorandum for proposal submission
(ScF 04._01/ScF 04_02)
11.2 | TuAwasun13iasana3e533un15398 (ScF 04 03) [1 |[] []
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ScF 04 03 (w1 1 910 4)

Application Form (ScF 04 03)

11.3

-enasliteyadmiuenanalingide/Hunases (ScF 05 01)
- Patient/ Participant Information sheet (Adviser co-signs
in case of thesis) (ScF 05 01)

MIFEDLAAIAUBUL UTNTINNTITEVOID1ENANATIVY
(ScF 05_02)

- Consent Form for research participants (ScF 05 02)
lsdenaninuBugaudisiunideveseaadasianey
13 fslonin 18 U (ScF 05 03)

-Adolescent Assent Form for research participants aged
between 13 and <18 years old (ScF 05 03)
-nasideyaukazuaniaudugsud mivenaaingidy
WinengsEniIng 7 fetlesndn 13 U (ScF 05 04)

- Information Sheet and Assent Form for research
participants aged between 7 and <13 years old (ScF

05 04)

isdouaninnuBugand miuiUnATEIve AN 018 TENINS
7 fatlesnin 13 Uldns2mn15398 (ScF 05 05)

- Consent form for parents or guardians of research
participant aged between 7 and <13 years old (ScF

05 05)

vaewe: mniinisveriudeyatuausisiy deatunim
viosdu (@lildnwlne) Aldsunissusesanugndonde
IRRERIgloetd

Note: local language version needed to submission for

ethical review.

114

WHUATSANTUIUAADALASINISITESEeELaT 1 T (A1519
ﬁ’mumj”mnms']sjLﬁauﬁﬁzqﬁfumauﬁaﬂﬁmmﬁﬁ'aasj"m
asiBun TITunoUNYINsNa3EsTINNTITY

Work plan of every activity including time requesting

for research Ethics Review Board’s approval
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ScF 04 03 (w1 1 910 4)

11.5

1A593197157998 (Research Protocol) Un @130y a18Lonans
wti1-vds ldwaamdmnmii Tifidemaseunquanuenans
ScF 07 01 el

Research Protocol (ScF 07_01) with details, including

[]

(]

[]

11.5.1 Falpsamsideiduniwineuaznwidinge (Project

Name)

11.5.2 ﬂmwﬁff&l (Principal Investigators/Co-Investigators

including percentage of workloads)

11.5.3 anudusnanuddgresdymnisive

(Rationales/Background of problem)

11.5.4 TnqUszaaAn153de (Objectives of research)

11.5.5 auufgu (7d) (Hypotheses)

11.5.6 n3oULWIAR (Conceptual Framework)

11.5.7 99UL0AU94lATINTISY (Scope of Study)

11.5.8 QeU@NWN (Term and Definition)

11.5.9 581 08U75398/200 W HUN15798 (Research

methodology)

11.5.10 1AS09N0ITUUALNIINTIVADUAMNINLAT DD

(Research tool and Validity/Reliability)

11.5.11 n1sAvin¥dnd enaaiaside (Human Subjects

protection)

11.5.12 Uselewsufianinaglasuneanadins/danu

(Expected Benefits)

11.5.13 LNUNITANTUIIUNADALATINISITY (Research
Schedule throughout the project ( Timetable in each
month identified all research steps including ethical

review committee submitting))

11.5.14 1@nd@15971994 (References)

11.5.15 mAxwIN (Appendix)
1) UseTag73 Je/fivSnwn Curriculum vitae (ScF 07_02)
2) 13 esfledde/IUsunsuddunisvaasy/ununis
deu/A e/ WUUADUAIN 71 HIUNITNINTUIIN

r;i"w iﬁﬂmwﬁuﬁ’a (Research instruments (such as
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ScF 04 03 (w1 1 910 4)

questionnaire, interviewed guideline, evaluation
form)/ experimental program/ teaching plan/
teaching manual/ training program were approved
by experts)

3) wangunIsaRUNIUITeINednus (nsdidu
Unfnw)

4) NANFIUNMIHIUNITBUTNITEFITUNTITETUAL (A
copy of Certificate of Ethics Attendant / GCP
Training for the principle investigator.)

5) 5y 9 (Other documents eg: Advertising leaflet

for potential participants etc. Specified .......ccccccoveevicnnce )

11.6

Srdnnsoundlvd PDF wena ukuunasy (wew CD Judin
Toya) NUsznaumedayanius 1o (11.1) - (11.5)

(CD contains the information of 11.1-11.5)
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ScF 0403 (11 4 970 4)

12. msWaken1staiuwianaylselevd (Conflict of interest)

1 (No) [ (Yes) Tua9318a24889 (Please SPECify) v
13, rndBuiufoinudeulvvesnmuenssunis fail

13.1 g3desunsuindumsinasesssy mnadunisiiuteyanisidenaulasunseud® 2n
AMYNIINNTSAS 8555UN15338luAY (Researcher fully understand that it is unethical to
collect studied data before the protocol has been approved by the Human Research
Ethics Committee of Thammasat University (Science), (HREC-TUSc).)

13.2 ynnmsaiiunsiduliiadamuimuailediunissuses (1 9) Wiseengiieveiunis
Fusesanuilitesnit 1 Wou WioNAILUUTIBIIUANATINENIATINITITELAZ VDD
918 1UTUTRIM(LUULBNATT ScF 09 02) (The research protocol activities must be
ended on the approval expired date. If require to extend the approval, application
should be done along with research progress report not less than one month prior
to expiry date.)

13.3 doeilunsidonuiszylilulasenisidoetianssndn (The researcher(s) must
strictly conduct the research activities as mentioned in the proposal.)

13.4 Tdenansteyadmivenaadingide (wuulenans Sck 05 01) nilsdeuanininugugey
9538 (WuuLenans ScF 05 02/ScF 05 03/ScF 05 04/ ScF 05 05) 1a3aailedl
1$lunside wazenasidadisnids i) wwefivssiuasamgnssunis ity
(Use only the participant information sheet, consent form, research tools,
advertising leaflet (If any) that have been approved and stamped by the HREC-
TUSC’s seal of approval.)

13.5 niamgnsalliisussaediroussluanuiifvdeyafivooysiainauenssunis
AO9TIBUAMENTTUNITATTY 5 TUYIIn1T (WUULenaIs ScF 10 01) (Ensuring proper-
keeping reporting and requirements are met, for example, reporting any serious adverse
events within 5 working days to HREC-TUSc by using the desired form (ScF 10 01)

13.6 §1A2uguusItuRwAdin Feamganisideiuiivazseeulfauznisunimsu
el 24 Falus Tusaudfunaifamenisaiiaundfuenaiaiasise

13.7 mnfinswdsuutainisaniunisive Wadasinsideatusdleldamuenssunis
N1TUNITUTRINBUAWTUNT (hUULBNANS ScF 08 01) (Applying for the appropriate
amendment, if any, and requirements are met, for example, applying the newly-
approved protocol with modification, or subjected to change partially, by using the

desired form (ScF 08 01 Protocol Amendment Form).)
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ScF 0403 (11 4 970 4)

13.8 lasensiseazlasunissusesnsiasliiiu 1 ¥

va v 4 !

13.9 Wloandulasan1sideiadadu §3dedasdesneauasinanisdde (Wuuenans ScF

Y

11 01) wieulnddidnnseind 1 ganislu 30 Tu iielasan1sidoiadadu dmiy
Tasamssefiduineniinug TidessnunuuiiientuSubmitting the final report and
abstract no more than 30 days after the completion of the research by using the
desired form (ScF 11 01 Protocol Final Report Form))

14. armUszassuluiuses (Beneedlaeenamily) (Certificate of Approve)

[ 1 awlve (Thai)
[ 1 aw99ngqy (English)

VOLYTEYTD-UINANANIITINGY (NamMe N ENGUSN) ovvvevvrrrrecerrencerrecrrnennnenn

........................................................ i T
(corrrrree et ) (et )
9191587US N Inening ekl
(Principle advisor) (Principle investigator/research)
£1%5 I [ooo.....Datte)

*nsaidulasan1sInetdnus seeuduanfnun

(* For thesis. Certified for application)
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@NEISLUY (1)

1. Tasesensidefianunsaldsusniiunisiansanaiesssuniside: Exemption
¥un Tasssnemdeiiidnvazeshdlaogmiadadaluil
1.1 15915398 MeAIUNISANEN
1.1.1 dudunsluantu vieaauiiiduieeusumamsnwuag
1.1.2 WunsiteiiA sadesnadsunsaounuuuiu §Uaniduninsgiung
N13ANY waz
1.1.3 Aeadesiunsussilivdssavsnmueamaiinnisasy waznsuszidiundngns
Fnsudmsdansduiiou msdsefuamninmsing
1.2 Tasan53deildnanadaunianisineivielasinisiild3snisdsan usents
dunwal visansidunangRnssuaIsse
1.2.1 ilduanageunien1sAine visewuutuiindeyavemiisau dedldsuaiy
BugaNIINSURAYaUTRYANOY
1.2.2 nstuiindeyalsianusaduiaziviurnaiduidivesoya weilawme
AAUYDLITRITOYE way

1) Toyaiduliinerdesiuussnusaulm wu wainssu wie viruaRNILHe

Y

a A

miamqim‘%aamawam miﬂiw'fwmﬁaﬁiiuﬁaﬂgwmaiué’ﬂwmzﬁus] ANULEUUIENI9TN
= a Al (-1 P [y [ 1 a &J a & @
y3alsaRnnanluluNsausuniadeny 1wy sadnatevlaivazlsaend, Jalse Y1av waz
2) Malawmenan1sneuresyana hivinlininaudssvesyanalunissy
% NIDLNAANULALTIEADI19NNE 39 TOLFHY BITWAITINU @DIUAINNINITEY AND
Usgleriuaznanauwnule q ialddeunrafidudvesdoya vise aondu
1.3 1AS9N15UNIAIUUSNNTE51504Y
1.3.1 1Wulasan15a1se 15alATaN15d1979 30lAsINIsUsEUSEUUNUT e SU
FUYINIINTIMINNUNTBNSURAYOUBIANTUAL
1.3.2 #inguszasdiiouseiliulssdnsnin Msefnwmnaienusenaulseuuay
=1
3aulgUe WAL
1.3.3 ldinsdamedeypnavsetayadiuyanaveseranadasiulasanis
1.4 1A59N1581599AMUNNB1aMB07%15 RUAILAZUSNNS
1.4.1 91915useauA nsausmshifiduussnaumiuansianinunsaaisnalnuse
& A a Y] o
YWY SOAWINRON 13D
1.4.2 913 W3RAUA viseUINslineliiinlnysogua veeuslan lagruns

SU509ANNUaBANYANN ANTNNUAMZNTIUNITONNISHAZEN YTUUILINU NNEIVDS
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1.5 Tasensadeluviaaufjianis loun

1.5.1 1a59n157 1010 o7 wenlaa1nd $d9m573 (Isolated microorganisms) Lag

e

X v a wa [V I ™ 44' = A ) o =
wzidestuiesUuinsll Wuaeud waslifiteyatenletsynraidu 1W1vewmse

Yo

afouyudlisunisusuanmiiduwad

She

1.5.2 Tassnsiildieadimzdsann
aneiug (Cell line) Wi v3e

1.5.3 lasamsiilddegnsanlasinszgn videamenansdlnguosasunmomans
vieflufignoeuiisnnuuniives iustunnssy vie

1.5.4 Tasamsfnansudou arsiedl Welsn viothinquarliifimanszshlagnss
RRRGUGHGE

1.6 Meta-analysis %38 systemic review 1’7i13immmﬁuLmzﬁaﬁmﬂﬂaétﬂuﬁwaq

Joya TaaweRInuYaLinuaItay

u U

millasssnNTededliinedesiuining wgwnssd nsufausluasaveass
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Correction Details as Recommend from Ethics Committee

Research Project

List of modified
documents, for
example the
project proposal
form, clarification

documents, etc.

Requests for
modifications by

the Committee

Page, point or
indent of the

original content

Page point or
indent of the

modified content

/ explanations

For example:
1. Project

introduction form

Page 8, indent 2
“.... original

content ....”

Page 8, indent 2
“.... modified

content ...”

2. Clarification

documents

3. Consent forms

4. Tools

Notes:

1. The investigator can create it vertically or horizontally as appropriate.

2. In case that modifications on any point cannot be made, the investigator is

requested to state the reason why modifications cannot be made.
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Patient/ Participant Information Sheet

Instruction:Need to use simple/lay 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 ProtoCOL ...
Principle researCher’s NAME ...
POSTEION .ttt b et s e bbbt s s s nenees
OFfICE @AAIESS ...ttt
HOME@ @AAIESS ...t
Telephone (OffiCE) ...
Telephone (NOME) ...
Cell phone ..., E-mails oo
1. You are being invited to take part in a research protocol. 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. This research protocol iNVOlVes........ccccvievvniecnnns (What researcher intend to

3. Objective (s) of the project.
4. Details of participant.

® (Characteristics, including inclusion and exclusion criteria.
® Number of participants needed.

® How to approach potential participants.

® Reason why this person is invited.

® Group allocation and number of participants in each group.
5. Procedure upon participants : who, will do what, how, when, where, how much
time involved as indicated in the research proposal.
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
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blood by tea spoonful, (not mL.). 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 information.

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

6.1 Who will provide information to potential participants and how.

6.2 If potential participant is illiterate/ can not write/ can not 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
eighteen years old, pregnant woman, dementia, disabled, minority, drafted private,
very sick person, refugee, etc., how informed consent is handled?

7. 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)

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

9. Use of medical record.

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

9.2 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.

10.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.

11.For benefit of the project, state clearly; what/ how to individual/ public/
academy. Do not exaggerate benefit.

If study’s results proved beneficial, state what kind of benefit(s) researcher

will share with the control group/community.
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12.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)

13.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 regarding benefit on risk/harm, participants will be informed as soon as
possible.” This practice will provide an opportunity for participants to decide whether
to stay/not stay with the project. (Exception, in case of one time interview and unable
to re-contact participants.)

14. 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.

15.State  explicitty ~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.

16. State that if researcher does not perform upon participants as indicated in the
information, the participants can report the incident to the Human Research Ethics
Committee of Thammasat University (Science), (HREC-TUSc), Room No. 110, Piyachart
Building, 1% Floor, Thammasat University Rangsit Campus, Prathumthani 12121, Thailand,
Tel: 0-2986-9213 ext.7358 E-mail: ecsctu3@staff.tu.ac.th
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NUIADLANIAIUTULDULT1ITINNTIVYVDIDENENATIVY

Informed Consent Form
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ScF 05 02 (1 /2) (Eng)

Consent Form for research participants

Instruction: Please modify this form accordingly

AAAIrESS e,

Code number of partiCipant ... e

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

Principle researCher’s NAmME ...t
CONTACT @AAIESS ...ttt
TELEPINONE ...ttt ettt ettt ettt tens

| 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
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.

| have the right to withdraw from this research protocol at any time as | wish with
no need to give any reason. This withdrawal will not have any negative impact upon
me (eg: still receive the usual services).

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 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
Human Research Ethics Committee of Thammasat University (Science), (HREC-TUSc),
Room No. 110, Piyachart Building, 1°' Floor, Thammasat University Rangsit Campus,
Prathumthani 12121, Thailand, Tel: 0-2986-9213 ext.7358 E-mail: ecsctu3@staff.tu.ac.th

| also have received a copy of Information Sheet and Consent form.
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SIBN e
OO )
Date....covuee. VS v,
Principle Investigator
SIGN i
OO )
Date.....ccoe. Y YA
Witness

ScF 05 02 (2 /2) (Eng)

SIGN
OO )
Date....oeuuee. YA YN
Participant
SIGN i
OO )
Date.....ccco.... Y Y S
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 waive signed consent. In addition, signed consent might

be 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 participants.
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ScF 05 03 (Eng) (1 /2)

Consent Form for research Participants age between 13 to 18 years old
Instruction: Please modify this form accordingly

AAIrESS e,

Code number of participant ..o,

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

Principle researCher’s NAmME ...t
CONTACT @AAIESS ...ttt
TELEPINONE ...ttt 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.

I 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 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.

| have the right to withdraw from this research protocol at any time as | wish with
no need to give any reason. This withdrawal will not have any negative impact
upon me (eg: still receive the usual services).

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 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 Human
Research Ethics Committee of Thammasat University (Science), (HREC-TUSc), Room No.
110, Piyachart Building, 1st Floor, Thammasat University Rangsit Campus, Prathumthani
12121, Thailand, Tel: 0-2986-9213 ext.7358 E-mail: ecsctu3@staff.tu.ac.th

| also have received a copy of Information Sheet and Consent Form.
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SIGN e
OO )
Principle Investigator
Date......... Y S Y
SIGN e
OO )
Witness
Date......... o Y

ScF 05 03 (Eng) (2 /2)

SIGN e
OO )
Participant
Date......... Y Y
SIBN e
(v )

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 waive signed consent. In addition, signed consent might

be 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, illeeal workers etc. However, the information must be given to the

participants.
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ScF 05_04 (Eng) (1 /2)

Information Sheet and Consent Form for

Research Participants age between 7 to <13 years old (Assent Form)
Instruction: Please modify this form accordingly
Title of research protocol ..o

The research is to find answers for the questions, it is not the normal
treatment. You were invited to participate in this research protocol because you
have the proper criteria, namely ......cccoovevniinnn. There are also other partiicipants
in this study (...number of participants require).

When you finish reading this sheet, you can chose whether or not to
participate in this study. No one can force you to do if you don’t want to.

If you are willing to join this study, we would like you tO ....ccccoivvivieienennne.
(explain the activities, time consume, use the simple language that is understandable
for the children).

To participate the study, it could cause vyou...... (explain the side
effects/risk/harm).

During the study, if you change your mind, you can withdraw from the study
any time without any punishment.

If you have any questions or don’t feel comfortable during the study, please
tell your parents or contact the investigator any time ............... (telephone no.)

If you agree to participate in this study then sign your name below.

SIGN e SIGN e
(e ) (e )
Researcher Parent(s) or guardian(s) of a participant
Date......... YR YT Date......... YR /o,
SIGN e SIBN e
(ot ) (e )
Witness Witness
Date......... YN Y ST Date......... Y ST Y

Note:

1. Pictures / Photos/ Tables to explain the study procedure may be added.
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ScF 05_04 (Eng) (2 /2)

2. If the participant is aged between 7-13 years old, the parent(s) or the
guardian(s) must agree and sign in the ScF 05 05 Form.| also have received a copy of

Information Sheet and Consent Form.
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ScF 05_05 (Eng) (1/2)

Consent form for parents or guardians of

research participants age between 7 to 13 years old

Instruction: Please modify this form accordingly

Code number of participant ..o,

| who have signed here below is (indicate: father/mother/legal guardian) of (name
of PArtiCIPANT) e agree to participate in this research
PrOTOCOL THHLE .o b
Principle researCher’s NAME ...
CONLACT AAAIESS ...t
TELEPINONE ...ttt bbbttt

| 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 information sheet) ........ccco....... eg.: 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.

Either the person under my care or | have the right to withdraw from this
research protocol 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
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ScF 05 05 (Eng) (2 /2)

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 Human Research Ethics Committee of Thammasat University
(Science), (HREC-TUSc, Rachasuda Building, 1°' Floor, Thammasat University, Rangsit
Campus, Klong 1, Klong Luang, Prathumthanee, 12121, Thailand, Tel: 0-29689213 Fax:
0-25165381 E-mail: ecsctu3@nurse.tu.ac.th.

| also have received a copy of Information Sheet and Consent form.

SIGN e SIGN e
(e ) (e )
Researcher Parent(s) or guardian(s) of a participant
SIGN i SIGN e
(et ) (e )
Witness Witness

Note : If the participant is aged between 7-13 years old, the child must sign in the ScF
05_04 Form.

63/111



WUULENENT# ScF 06_01 Mt 1 a7 11)

HUINNITNUNIULAZULEUB]ATISIINTTIVY

Guidelines and assessment form of study protocol

FIALATATNNNTIDY oo ssss s
FBATING (AVIVIVIE) e
BOTATING (VBB oo
roumsUssdiulasiiimside nsanlawe udinstafuimausslonidwisluilulassinmsidonielsl

n1sUnfuurinaUselevd Ty laila
1 uiidinw 433 Sdwswlunside vialudfidwsaulunisdeu
1754319115348

@

2. lesunsenzlasuusgloviognmiegnla Guiyaa) Wunsmouwnu
91U LHDWNIINNAANSVDINITNNTN

3. lasuusgloviainnanisdnwlulasein 939y wiu 8905 ansins
WIDMNNEN15AYSe Ustlevdandyaneuqnlildans

T
a

4. Juruins NUsnen gninasedsuing vesatuayulasiniside (7
JuudtnensudadiingUszasd weadmls) sugfinnsanlassniside

5. fianuduiusiungudifelaaduunnaluaseunss andl assen ywni3

VIBUNTUDINGUR IR

mnvitunauly Tendlstalaludnediu njanginisiansaiasdienasnauANEaUNIINNIT

Version 24-11-63

64 /111



WUULENENT# ScF 06_01 Mt 2 a7n 11)
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Guidelines and assessment form of study protocol

dalanlianansaussdiulavialiiaatas Tszy NA (Non Applicable)

(% (%

S9ALATI319NTTIY | o

Falasans (nunlne)

F9lATIN15 (ME189nge)

YolATINISIAY

1 ¥olA5IN15398 (M lng) - YBLAUBLUY

L wngan [ ensuSudsa

2 FolATINITITEY (NMBBINOY) - UVDLAUDLUE :
L wangan [ edsdfudse

anuduinanudrAyveslymidsuaznsmuniuassanssy

3 VANNSUALIANAYRIlATINTIY: TolAUDUUY :
L] wsngay [ AasUfudse

4 | MINUMUITIUNTININEITRY UBLAUDUUY :
L] wangay [ AasUfudse

[ Lifideya

UILEIANIITIY

5 | nguseasd UBLAUDUUY :
L] wangay [ AasUfudse

[ Lifideya

FUNRFIU
6 | @uNRgIu TOLAUDUY :
L wangau [ esuudse
[ lifideya [ liendos

Y

NSBULUIAN/NBIUANA

7 | nFBULWIAA : TOLAUBUUEY
L] wsngay L] AasUfudse

[ lifideya

L] TaliRendag

Version 24-11-63
65/111




WUULENENT# ScF 06_01 Mt 3 a7n 11)

HUINNITNUNIULAZULEUB]ATISIINTTIVY

Guidelines and assessment form of study protocol
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1A59319N159398 (Research Protocol)

U52NauUN1StaUvasUTRIR585I5UNTIVY TUAN UWIINYIAYSITUANENT @1913N81AanS

The Human Research Ethics Committee of Thammasat University (Science).

e N oW

11.
12.

XXXX¥

Un (Cover)

%’eﬂﬂiqmﬁ’%’aL*fJummlwsJLLazmmé’mqw (Research Protocol name in Thai/English)
ﬂmwjﬁ% (Principal Investigators/Co-Investigators or Student and Advisor/Co-advisor)
(szydefsuidennvi nsdlin@nwilissyeansdivinwnazenansdiuinumsau)
Anudusnanudidyveslayminiside (Background and Research rationale)
(MANMITUALIANALAZNNTNUNIUITIUNTTUTREdLYU)

TUsEaeAn1TIdY (Objectives)

auufgIU (Hypotheses) (913)

N39ULUIARA (Conceptual Framework)

YOULIRUBIlATINITIE (Scope of Study)

Jeudny (Term and Definition)

. 52 08U7539/25A1HUN15398 (Research Methodology)

10.1 5UuuUM5I98 (Research design)

10.2 75AEun19398 (Research method)

10.3 vuIANGUAI9E19 (Sample size)

10.4 1neusin15AALn (Inclusion criteria)

10.5 inawain13Anean (Exclusion criteria) (mnliillviszyinladl)

10.6 LNUTIN1509UDIENENATODNAINNTTINE (Withdrawal/ Discontinuation criteria)

10.7 \naueigflasan15398 (Termination criteria) (vnlsiiilviseydnlald)

10.8 NSARLEDNKAZNTTUIUNITINUINDIAIENAT T1883LDUATIDNIRARD/NITIUIDY
91eadas (Participants recruitment process)

109 szuznauarsIuASTitnetaasTas (Duration and number of appointments)
(nsdlfiudeyadouuuasunuaiaie Tseysvoznaildlunismeuuuudeuay 1
)

10.10 mﬁmmamﬁﬁﬂ/mﬁmeﬁﬁﬁaga/ﬁﬁami’f (Research measurement/ Data
analysis/ Statistics)

10.11 imsl¥nguaunuviesmasn (Placebo) (MnlsiiAeadedliiszyin iRetes)

m’%laqﬁa%{faLLasmimnaaU@mmwmémﬁa (Research tools and Validity/reliability)

weesilounng (MaddeiAafuiniesdounmd/ Janvdogunsaifldiue) mnlsiifeadedi

52y liReateq)
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13. Msiu/nskimegnuasdsdmsianisdanin Biological samples) (mnliifedosliiszyin

Taleva9)

14. Msvin¥avzenaadanside (Human subjects protection) (Weulinseunguusziusaludl)

15.
16.

17.
18.

141 msdafuuissausglovivesiide (szytemnuiuandiiiiuingifouasdsauidoal
nsgihiniste o Tuniseuiieuselevidius)

10.2 nszuaumslidBusen (seytumou uazdiuiunslideyauasvonisbusen)

143 Lfimsderulidnsnlulaseiniside

1.4 aadudiusuazmsinmmndu (szyaauiliivloya filamnsatistoya)

145 enuidssiiinmeuaziale deu vidoirsugiuy anuidevesenaaias lumadhiau
Tulasam3dy (sufssvynsdestulazmsdansiunrandes)

106 fmssidomatanidiuiamenaziel

14.7 Avawenisidenat/veaiisyan/miiuna (szyisnsll vesfisyandoeyls sauds
yar)

148 msfnvmeuariensiisae netaasinslaunansevusuilosnnain
1591539

149 msdansteyayanauazszeznansiiatedeya/specimens fistifyanavduaia
Aun9ity (sxysrernaiianfutoyaliuiuid uazasvhansaneluid)

14.10 unumvBIguau (§d)

14.11 52U518az188AN"5HdIUI IV NN TANTIFBUUUTEIUTIU (Participatory Action
Research; PAR)

Uselewiifinainaglisusenanasing/deu (Expected Benefits)

uNUN T EUURaAlATINTIE (Research Schedule throughout the project

(Timetable in each month identified all research steps including ethical review

committee submitting))

1ONA1591984 (References) (izqmwwﬁlﬁmsﬁm)

A1ANUIN (Appendices)

18.1 Use3AfATe/fiuSne (Curiculum vitae) (ScF 07_02)
@nnandifiuansidanuainsosidunsifedld Wiuudiumsngumsdhions
aUTUATBTIUNTITeIUAL/GCP vaatdnideudn uaznsdifudnd@nwliuuudszdn
019138 7IUS ez TUS nwTufieUsznounnsiiansan)

18.2 \n304il0348 (Research tool/ instrument)

(WU wUUERUAIN WIIINITFuA 1Yl wuuUseidw)/lUsunsudnidunismeasy/
ununsAew/Aiteao/ dnovsy kiunsfinsanandvsinanduds wiomtmangiu
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M15ATINADVIINENTIAANAN VL UATTEYT O MTIAANAINTI FAOUAIINATIVON
\n3esiledde)

18.3 nangun1saeuRuideivendnus (nsdlluin@nen)

18.4 ¥ANFIUNIHIUNITBUITUITEETIUNTITeTuAL

Vg : N135Us09lATINITIVed s exiIa7 1 U duugTuiiasuiueyali

Remark: The protocol is approved for one year from the approval signature date

[V

79t Tipaidanauall (inusnean) 1a9nwys TH Sarabun New wu1a 16 wazldw@vvitinluenans

[%
(% a o

VaviaEInua1ny Wugudeuy vieduan $1uau 4 ya @uatu 1 ga duw 3 ya) wiaulid

Blnnsatind (PDF wenlildauuuunesy duiindeyaas CD 1 9o videddldunne Email

ecsctu3@staff.tu.acth) ** Insert page numbers in all documents sequentially, stick together on
the top left corner or bind them; amount: 4 sets (one original set and 3 copies) along with an
electronic file (PDF with data on one CD).

A298749: UNUNITANTUIIUNADAIATINITITE (Example: Work execution plan for the

entire research protocol)

53y?§"uwaun75ﬁ7ﬁan553J"35'm7/"a7314°7a?aaz/wazta"'ﬂm(Note the actual steps for the

research activities to be done in detail)

W.A.25xx W.A.25xx

Aanssu (Activity) (Year20XX) (Year20XX)

W.A. 4.8, .6 aa. | Ny | A | N 8.A. | U.A. | AN

May | June | July | Aug | Sep | Oct | Nov | Dec | Jan | Feb

1. 9avilAs9n$398 (Creating the
research protocol)

1.1 ..

1.2 ..

2. ddATINTITY... VONUINUUAINY
(Submission of the research protocol ...

Requesting funds from sponsors)

3. @ueseNlodTeuarATINEOUANA TN
mﬂi{mq@mq@ (Creating research tools
and quality tests by experts as well as

testing research tools and modifying >

them)

81/111




fianssu (Activity)

W.A.25xx
(Year20XX)

W.A.25xx
(Year20XX)

N.A.

May

June

.M.

July

da.n.

Aug

n.g. | 6.A.

Sep | Oct

W.g.

Nov

5.A.

Dec

A,

Jan

..

Feb

4. Hudeadfievedunisiansanadusssy
19398 MNAULNTTUNITITLFIIUNITING
Tua UGSy 555UAERST @107
Neans

(Submission of the title to request
examination on research ethics by the
Human Research Ethics Committee of
Thammasat University (Science), (HREC-
TUSC).)

5. Try out 1A384ile (613)

6. ALilun5398 (syynanssuide)
(Implementation, testing, research

activities)

6.2 e

6.3 LﬁU‘ija;Jua (Data collection) ......

A

7. AT FUATIN TOUR e

(Analysis and synthesis of data)......

8. Weumenuide/dasnuluunau
(Writing the research report /
submitting the report to the funder)

9. AWUUTIBNUAUFALATINITIRY
(Submission of the research

completion form)

AUNAINLNLATINTINE (Principal investigator’s signature)
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a o

LLUUUizﬁlaﬁ:hﬁlﬂ (Curriculum Vitae)

1. Yoyadius (Personal data)

'
A

1.1 98 — @NA (NAME-SUMAME).......oiiiiriiiceiieieieeeiece i
1.2 JUARBU/U LAA(DALE OF DIEN. .o
1.3 flegilagiiu (Current address).............. aUU (Road)........cvveee AU/ WU
FWND/AYA (DISICE).eeeeeereeeeeee e, FIAIA (PrOVINCE) oo
sialuswild (Post code) .o 1n5FN91 (Telephone NO) w..ovvvvvvveveeeeeeecccc
E-mN@IL AQAIESS: ettt
1.4 711911 (Workplace) N8/MU.....rerereree. AT U
DU RRU V4TS 10 S I DUND/ LUR .o
TR SWAUTYAD oo Insénsi(Telephone NO) oo
1.5 ﬁagjﬁamaw (The contact address) .................. DU
FIUS/ WU DUND/AUR oo N 10T T
sialuswald (Post code) ..o N3N (Telephone NO) ...

2. YoyannsAny (Education)
2.1 Aanal (Qualifications)
- 32AuUSYe 93 (Bachelor's degree)
VDN (MAJOT SUDJECE).... oo
AOUTFNYY (INSEEULE) oo UTENA (COUNIY).coeeieees
- 3zauUTe I (Master's degree)
VDN (MEJOT SUDJECE)...o. oo
AOUTFNYY (INSEEULE) oo YZNE (CoUNtry)..veeeree.
- seaudIgygyen (Doctor of Philosophy’s degree)
VDN (MAJOT SUDJECE)...o. e
AOUTFNY (INSEEULE) oo YILNA (Country)...cceceeveeeeeeeen.
- %5ﬂ§mﬁ’1ﬁ§g5u 6] (OtNET COUTSES) .vvvmmvvvrrmrieeeseeies e
3. Jeyauszaunisal / mnuain / aduaulafivey (Experience/Aptitude/Interest)
3.1 Uszaunsallumsvhauiiinuan Euvdeid mibeonu ssesnan)
WOTK EXPETIENCE .eviieiceiieeteiet ettt sttt ettt
3.2 UszaumsaflusnuaniAeing dnwaizanu W Ineins gilsuunanuiivinwm mas
(academic experience)
BNUNIY Yoo

3.3 auatin (aptitude) / aulaluiitAwnaivinis (scientific interest)...........
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3.4 AIUAUANNNIYY (LANGUATE)....oveeoeeeeeeeeeeeeeeeeee e

a v a & A 1% 1
nauIdeluedn (‘1/]\‘1‘1/]LUUL‘U’]GU’ENIF“INﬂ’]iLLazi’JﬂJIﬂiﬂﬂqﬁ) .....................................................
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LUUSI89UNSIUAULUaIN1SA T UNTSIAY

(Protocol Amendment Report Form)

FOIATINITITY (PrOLOCOL HHHE) .ot
SHALATINTT (ProtoCOL NUMDBET) ...
HAENAN (Principle INVEStIGAtor NAME).......ccoccccovvrrroierreserreseersssmees s
LUBSINTANT (Telephone).......oooooooovvvvveeeeecccceeeeeeeeeeeeee

WARINU (FUNING) ..o
Tassnsidefinsudlusiaiudaula (The additional revision of the research
project:) uazwmravasMsvailasuuUadlasinside Tavaziden (Reasons for

amendment in details:)

LRGPP LT Tasens3deiiudludiaiu wiaNafivaAsuutawily
(Previous protocol) (Protocol amendment) (Reasons for
amendment)
wih URHGIHN wih Joyalnl
(pg.) | (Previous information) | (pg.) (New information)

nswAsuuUasiangnn sinliAnaudswasvdeusslevidediidausaalunsideniol
(Are there any risk/ harm to the participants caused by the research revision?)
AIAET (Risk) (] liiwasuuuas (no change)
[ i (increase) [ anad (decrease)
Uselowifiazlasu Benefits) [ liiiuasuutas (no change)
(] i [ anas (decrease)
nswasuuUasfenansndudeudediidrusaalunisisevialsi (Does it important to

report these changes to the participants?)

(1 Taidwdu (Not necessary)
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[ enslideyariimindmiugTaiusanlun1sise (Should give more
information to the participants.)
(1 msvedBuseulns (Should modify the informed consent)

asuugITe (Investigator signature)

ScF 08_01

ANUTILYBINTITUNTS
dasndausenineanuidsuaznaustleud (risk/ benefit ratio)
[ wingay ) ez

aguAduiiu

L] 211@

[ vsuussudluiteaysi (Usalvidoiausuuy)

[ Ysuusaudlanasindiiiansantvd (salvidaauawue)

[ lieowdi® (WWsnlvivaiauauus)

Jolauonus/AUAnLT

ANUIUNITUNTT
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1’4 L2 a o
LUUS189UAMNA%ENTATINTSATY (Progress Report Form)

HOTATINITITY (PrOLOCOU L)oottt ettt ettt
SHALATINTT (PTOTOCOL MUMDET) .oooooeeeeeeeeeeeeeeeeeeeeeeeeeseeseeesssseeeeeeeeeeeeeeeeeeseesessessessesssseeseeesesseseeeeseeeeeeeeeeeeeeeees
BATHMEN (INVESHIGATON NBME) et sses s
VUIBITU/FANTUTFITA (INSTEULON) ...ttt
FLYLLIAINITIVY (DUration Of r€SEAICN).........ccooooooooooooeeeeeeeeeeeeeeeeeeeeeee oo
1. Fuill#Funisiusesssesssumsiduluau (Date of EC approval) (Wssyiudifildsunsiusemn
N
2. i’uﬁﬁlmﬁwﬁaga (Data collection Starting date) ........oooww...eeoooeereeveeeeeeeeeeeeeeeseeseeseeeee s
3. §nnueEETAT AR MRS (humber of planned participants)........c.o..oo.ooo..... AL
4. UagUuAudeyauda (current number of research participants) ............... AU Anduieeay
............... (@s ............. percent of the total.)
5. funueranatasiineuiinnnisdisaulasanis (Number of the withdrawal participants)
............. AU LUAHE (Reason) (a0 Tuadld) oo
6. fnmaifnumgnisal/eiRmeilifvsrartunnmssuiulasinsideviolil (Are there any
serious adverse event (SAE) in the project?)
L & (ves) FEY: Please @XPLAIN........vceeeee e
L] aig! (No)
7. finmswasuudadasimside viemslideyatueiaasinslulassnsuielsl
(Are there any change in the research protocol and the information for the participants?)
L & (ves) TEY: Please @XPLAIN.......rreeeceeeceee e
L aigt (No)
8. midelaniunislaseuiosuds (muununuide) (Any activity was done)
Aanssuany | AMvuanig Andunsiuuda | | P
MUUANAININ9L
WAL | SN o (Proceeded) .
NAN1IALEUNTS (Results) ) WA
(Planned | (Planed (Se8@%)
(Deadline)
activities) | Deadline) (percent)
8.1
8.2
8.3
WUV (REIMAIK) ...
aﬁ%aéaﬁb (INVestigator SIGNATUIE) ...........cccooovvvoorrevveeeeeeeeeeseeses e
O )
..................... evvrineeeieneeeeenesend e
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AusuLvtni

£ b4 L7 (S Y
HIFYEIIIYITUAIIUNTINUN D ATUNTNAUALIAN D avn

ﬂ’?’]&]Lﬁu%BﬂﬂiiNﬂ’]i

O Wiuweu
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wuuTgUANNnImtlasinIdeLazveseaiyluiuses
(Progress Report and Extend the Certificate of Approval Form)

FOTATINATITE (PrOYOCOUTIEE) oo

S%&lASIN1S (Protocol number)

ATHNEN (INVESHIGALOT NAME) ....oceoceterieeserreessenssessee e e

wU289W/da10uNgana (Institution)

S28219817398 (Duration of research)

1. Junldsumssusesatesssumsideluau (Date of EC approval) (Wseyiuiilasunissusesn

FuNEUAUTEYA (Data COUECHION SEAItING TAE).....o.rvrerrrrrercrrerersersrsenerserser s
NUIUDANAATYIMUANUWNUIIUITY (number of planned participants )

............................. AU
UagtuAudeyauds (current number of research participants) ............. Au AnduSosay
.................. (35 .ovvuneenn. percent of the total)

Uagiudeeglulasanis (... veesceeessseessseessnees AU ATUSRAZ o
4. unueraainsfinousiannnsdisanlasenis (Number of the withdrawal participants)
............. AU WARA (Reason) (Ee 50U
5. fnafaugnisal/giRmeilifssrasdtunnmasiiulasansideviol (Are there any
serious adverse event (SAE) in the project?)
L] aig! (No)
L4 (ves) FEY: please explain....... s,
6. fnmswdsuudadasinside vienmslideyatueimadinslulassnsviels (Are there any
change in the research protocol and the information for the participants?)
[ laisd (No)
L & (ves) 38Y: please explaiN. ...
7. fHdgladiuianssunuunuandde (sryufanssuwasnan1sanduiangs) (Any activity was
done)
NANTIUAY | AUUANT pudunmistludn | .
ANUATIAIA
WU AN o (Proceeded) | | . .
NANI3ALIUNTT (Results) . 1ILHANATT
(Planned (Planed CRER)
(Deadline)
activities) Deadline) (percent)

7.1

7.2

7.3

7.4

7.5
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wioullfIteuszasAvasiaaigluiuses (With this, the researcher want to renew Certificate
of Approval)

A9UBAY (INVeStiGator SIGNALUIE) .....cccoocerierreersenseensenseensennsenssensensin
(et eeesss s )
..................... /s e
o w oy D]
dmTuidmting
Tufusesn L &ulivunony Gumanong..oo )
L] vaimenguda. Wi dndnnusegy
T L OO
FUT e
AUTIUVDINTIUNTS
O wiwseusiesumnuinnihuaylvsesis
L] shwdriiussgy Wesnnlasansienunengudd tasa. ...
O Liviurou (udnfiussm) wEeussy imnpa......oooe..
Vb T o
(e )
..................... YUY SN
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wuuTeuuan1sallainelszaed (Adverse Event (SAE) Report Form)

FolA59N15338 (Protocol title)AMNIETIAN oo
(ANENDINGY: ENGUSN....oooooooeeee oo
SHELATINTG (PrOtOCOL MUMDET)....c.oooeeoeeeeeeeeeee e seee e ess e o
FOWINTINTATINITITY (INVESHIGALOr NAME).....oe oo e
WUIBTL/FONTUTIFINR (NSEEULION)..o oot e
5282981MN15ANUUNS (Duration of reSearch)..........ooovcoeeecoeeveeveeeeeeeeeeeeeeeeeeeeen.
lﬁ%luaigﬂal,ﬁaﬁ'uﬁ (Date Of APPIOVAL)........ovvveoeeeeeeeeeeoeeeceeeeeeee e e
lsaszysuasidunvaanisiinmnnisalliieuseasnlulasensidy (Summary of the

Adverse Event/incidents in detail:)

Twidewd | wiensallufiesvasd | wansenusieeanades | wwimslesiu/uwile
Lamﬁﬁmmﬂ (Adverse Events) (Impact to participants) (Guidelines of
(Date/Time prevention)

of Incident)

nsAfiunIsMendansiinmsnisallifieUseasalulasanis (Action taken after the

Adverse Events)

L] vgariiunis3de 1ae (Stop the research by)

] Ualasenns (Termination)

[] Usuasunszuaunside (Protocol amendment) lnglddulauevesysifnenas
35U WiaSudl (submitted to the ethic committee on the date)..............

[l afiunnsidesie 1ae (Continue the research by)

[ laiudusunseuiunisise (Continue without changing the procedure)

L diagnssmistunmsihseduasBuauevosydfdonaenssunis, Wolud (ncrease the

monitoring and submitted to the ethic committee on the date)........ccccoevneee.

AIUNETIENY (INVeStIGator SIGNATUTE) ...vvrcvvvrrceerrsnerrssseerrssscensnienes
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WUUTIB9UN5TUEALATINSIY (Research Completion Form)

HOTATINITITY (PrOLOCOL TIHE .ot ettt see et see e
SHALATINTTIVY (PrOtOCOL MUMDET) ..o
HATUNAN (INVESHIGALOT MAMIE) ..o
VUV FOTTUTFINR (INSEEUEON-...eereeeeseeseeesesseseses et es et
amuﬁlﬁuﬁ'ayja (Study Site/Data cOlleCting PLACE).........ccoiviiiiie s
FLULLIAMNITIVY (DUration Of r€SEATCN) ..o

1. Fuilé¥unssusesndesssunSHTEIUAL (Date of EC aDPrOVAL .. eoeeseeoesoeseeseeseeseesseseseee

‘3"14‘171'{%'3“%%@%@ (Data collection Starting date) ..........cooomrvvvveecereereeeseesseeeeesesee oo

2
3. SunueEETASTIUARLWHLILISE (number of planned participants) ............cooovvveceienrrevveesnnee AU
4. funuenanainsfineusiannnsdnsalasens (Number of the withdrawal participants) ........... AU
winpa (Reason) (Frasnsotuasld). ...
5. lAsemsidelasafumuuauaY (Research project is finished as expected plan.)
L 14 (ves)
L a0l (NO) WHRHA (REASON) ..o
6. Gi"]Lﬁumﬁﬁamﬂmqmi"?éTaVilé’%U@uﬁ@mﬂﬂmzﬂiiumi°1 (Research was conducted as approval
from EQ)
L 14 (ves)
L lafld (No) WABINE (REASON) e
7. LﬁﬂLﬂ(ﬁlﬂﬁmﬂlﬂﬁﬁﬂixmﬁgﬂﬁlLLidﬁuﬁUijﬁﬁ?ﬂﬂidﬂ’]ﬁ{fﬁl (Is there any Serious Adverse Event (SAE)
with participants?)
L] 1 (ves) 131 (No. of Case) e 318 LUANE (REASON) .eevevoeerevveieeeeeiieceeeei e

IA9189UAMZNTINNIT938555UN15398TUALY (Report to the Human Research Ethics Committee)

T e el
L] i (No)

8. fmsusudsulasamsidemienslideyafudfdiusulunside
L1 4 (ves) BAAING (REASON) e
L] Tsid (No)

9. asunansAinen neuuuunAnge (Conclusion or attach an abstract)

HAN1IRINTUIVDINTINNTENUNIY
(1 Wiuwey

] vatoyaiiiimu
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WUUSIBULINREALATINTIFLNBUNMUA

(Premature protocol termination form)

Folas9n19358 (Protocol title)

S#LASIN1S (Protocol number)

a o o

E:h gian (Investigator name)

]
v

Juieysin (date of approval):
ayUsmnddnyiisnludesyilasanisidenautivun (reason of protocol
termination) 1y

o Fnufidhsnlasimsiseiivmeiioznoumansidels

o nwmmanlaifisUsvasdiy

O

eXe

atvayunuligAlasinig
O du 9 (Other) 72U (please explain)

3’1El\‘l’mmiﬁ’]Lﬁ‘lﬂﬂﬁﬂﬂ']ﬂﬂ&lﬁ@ (summary of research implementation)

................................................................................

...............................................................................

ScF 12 01

...................

-------------------
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wuuseunshiufiAniuderiinue (Protocol Deviation Report Form)

ShHlATIN15938 (Protocol number)

Folasensase (Protocol Title)(n1wlne:Thai)

(nw199nge: English)

Fo%1tlATIN15398 (Investigator name)

SuseadioTudi (Date of EC approval)

MNeLaveaaNAT (subject ID# )

dnwazvesmaidoauw:
" | protocol violation
"] Protocol deviation
| Non-compliance
VUG
* psedunsiifssuuainlasesnesnisise (protocol deviation) Ae nssiiunsisefiianainaniunoud
szylilulasesne medeuaznaliinanudemeseoranainsviedoyanansideiisuindes
nstftuszdeuyfiRvedlasenan1sise protocol violation) Ae msdfiunsidedislanuiinnaisnn vie

nsatladiEy nsndeurseasaelinsevihmutuneunssylilulassnsideuasneliinanudemese

p1anadnIvisetayanan1sidueteieuns
Non-compliance o n13kiufuAnuuumg MsufuiRnsideniandiniiives Intemational Conference on

Harmonization Good Clinical Practice (ICH GCP) viseliufufnudaiinunvainmenssunis

N

)

uiinmanIsal (date of event)

(3

[y

uﬁﬂﬁ y5UNIIU (date of event became known to investigator)

uiidavhses (date of form completed)

)

e

)

a =

sinvasmsaiunisiiiesuunsadilu(Type of protocol violation/deviation)
[ msduenanasiasiilsifigaauifvangan (randomization of ineligible patient)
[ nmsfuenanasinsiidntnedneenainiasinisteligibility criteria exception)
[ $rnueraasinsiiisunmsidelinsanuiszylulasans (incorrect number of participants)
] iﬂéﬁ/‘f’]mu%umaumiﬁ'ﬂﬂiaﬂﬁizq (screening procedure required by protocol not done)
[] ﬁwmmsﬁu’umaumsﬁmﬂiam%%’jumaumﬁ%’auanszammﬁ'szu (screening or on-study

procedure/lab done outside the protocol required time)
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[ 13Jﬁ1mu%’umauﬂﬂﬁ%ﬁizu(on—study procedure required by protocol not completed)/n st

e1lain991uN58Y (medication non-compliance)/ N335 lainsanunisey (incorrect therapy

given to patient)/n15unnNUnNsd Liinsanuinsey (intervention)

L] mstianunelidnsewuiisey (visit non-compliance)

[ 8u 9 (Othen 1éu

¥iAYa9 non-compliance

] vinns3duneuldsuendAanauenssunis

[ Tenansndaladlasuauimananenssunis (58U ...

L ales1897Ua A 1IN AU AL NSSUNIS

I = o Y

L) vifiduuaugnlususesvaneny velvseudn In1ssueranadinslmiviselal d1uunau

]

DU e
v = o <
ATUUNNANWUSVDINTIILUYILUY
No. | wmnsalil |  auvnves HansEnusaid1saulATINIIY nsatiunsuily
Weawu | nsideauu ns3deAenaunnnsal
1 O LirelhinumnnsalldiieUszad [ wgadidiunsive uazvensusanadansoanain
O rAelhiinumnnisallifisdszasd fo 339
(CEAT) I O fdiunsidede Iae (reulduinnd 1 o)
O fdhsumsidelazunmsquadnvau O lLivsuwasuisnmside
Juunfudn O J5uaenisnside Inelddutoiaue
O fuswnsidedafiennisues Tasamsiilofudt....oo..o.....
win1sallaifisUszasd A Ouisnmsmslunisihseda fe
() (AT S
[ I,
2 O LirelhinumnnsalldiieUszad [ wgadidiunsive uazvensusanadnsoenain

O reliAamansallifissyacd fe

O fdhsumsidelazunmsquadnvau
Duunfudn

O fuswnsidedafiennisues

win1sallaifisUszasd A

N17398
O fuflunsidesie Tne (meulduinnii 1 d)
O hivsuldsuisnsive
O Ysudenisnmsdive Tnelddudowue
159Nl T

Owinanesnistunisihseds fe

97/111




98/111

ScF 13 01



ScF 13_02

L A= 1 a wva v o
uUUUu%ﬂﬂﬂﬂ&ﬂﬂUﬁﬁﬂN%@ﬂTﬂUﬂ

NANITNUADDNENALATUTONANTIY
[ Suansgnuiisadnides deliiinmudemeseoiasadnsrsetoyananisiaeliun

[ fuansgnvsgrannneliifannudomeseeiaadnsviodeyananisiduedisiounss

ﬂ’J’]SJLﬁ‘N‘UBQﬂiiQJﬂ'ﬁ"I EEVIUVI'J‘L!
L] Protocol deviation
L] Protocol violation

] Non-compliance

UANUSYUANLNTTUNTT

[ Suvsu wisidefuaednualdnes WHujdRnudoiaueuuzaspnznssunis Ao

o w

A5 YULNDAAUAKENITIVEY

Y

A5583UTATIN15IRUTIAT N

[y

gAlATINITITEN UM

AU MU NF1NIY

LIIUTEYUADENTTUNTT TUT oo

'
Va v v A

A I DI I U Do

Y
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wuutuiinAMUILNNsRaNsAIN1suA lulATes19n153

1'% = <

98 T1E LAN5UNTATI319N15398 919U UL DA TANUAULEUD

De

o/

U325IUANLNTINNTIILTTINM IS TUAY U5, 81v13INerAIans Aell
() oyl
() Ysudswiludieaw®  (Wsalleusivazidennua)

() esdndiasanlunuseys

YolaUDLUE/ANULTLLNLLAY
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LUUAINSISULDNENS

o w

FrilnnuenenssUASIsEsITUNTITElUAL
UYINYIRYFTTUANERS FNVINGFNERS
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WUUSIBIUNTATINBLULNBAIMNULANITIY

D AT YT IR oo,

BAUT L ATINNTIRY oo,

AUV
< £ a o
D UL ALLATINNGIFEY

[] msdudiunig

T
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A= 14 = 1 4 Y A ¥ YA 1 a o
LL‘UUUU‘V]ﬂﬂ']ii'ﬂ\‘]Liﬂu/‘d'ﬂﬁ\‘lﬁﬂ/‘d@Liﬂﬂiﬂ\‘i’ﬂ']ﬂﬁﬂﬂﬁ‘?ﬂi')ﬂlﬂﬂ']iﬂﬁlﬂ

(Response to participants’ request form)

'
=~ I a o
VDEATINTTAVY ettt ssreses st e s ssasaessssesessassesssssaesessssasssssassssssansssssace

SUBLATINTT  worvereerereessesesssesssssesssssssssssesssassassassasssssssssssesssssassassessssssssssssassassssssssssssessssssssassassases

.........................................................................................................................................................

.........................................................................................................................................................

.........................................................................................................................................................

---------------------------------------------------------------------------------------------------------------------------------------------------------

.........................................................................................................................................................
---------------------------------------------------------------------------------------------------------------------------------------------------------

AIUNETOUTHU oorveerrrerrrsnerrsseernssnennnne
(e )
............... S SO
AIUMLETUTOUTUU o
(e )
............... Y SO
N13ABUANDIRINAMULNTTAUNTT
R SO
(e )
BYIYNTAUENTINNNT
............... Y ST
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v X 14
UUNNUYanId

49191 AMZNTTUNNSITUTIIUNTIFUIUAL US. @191IN8ANERNS I1N5.0-2218-8147 ¢ip 7358

dl QJdI

] FUNeeiiiirrerirrriicieeeeenns

1599 vaLdRyUseyd

59U AENTTUNITWAITAIIDSESTTUNITIDE

Asfidandng 1. ssdeunsgmsussys (ScM 01/25XX)

2. ANSNUBUNUNYLATITINNSIVE AL NTTUANTA NATN

AUMNUNNSALILLYRIANENTTUNNTITTTUNMTITe AN unIne1desssuemans
A1UINEIMERT FMUANITUTEYUANENTINNITITETTIUNTITEluAUY Usedntd 25XX u

Tun1sfl UsesnuanenssunIsas8555un15398tuAU Yo euvinust15IuUseyy A

o 3

Tovorrverrnn Tudun... Moo T T IO M NOIUTEYH e TU.... DA Teevrrrcrrrnene

U INY1AYTTIUAENT

VBTHUTYYINUINTINUTEYUAUMVUATY 118 WaganUfINg e nveunnes

NITUNTHALLAVIYNIS
ALIZNIIUNITNANTUNDIBFITUNTIFE I UAL

UNINYNPYFITUAIENT ANVINYIFAARNS
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TuA15e9vanuLanans

(Document retrieval Request Form)

TUT oo,
DAIWEDY oo G N1
dl > o o
LAUNIUB TUTZD VR DUTEUNUU et e e et e e e ee e e es e e e e e eeseeeseae e sesereseseaeenenans
I Ya o [ a v d{'
VOUEITEMANTATINITITUITON oo e
S A P TAN TR oo e e e e oo oo e
= L2 v dl dl L4 Y] a o U dy
JAnuUsyaIRazvaAULBNas NNYITINUlASINISIFY P9l
2 ettt a e e e e e —————ea e aar———————————
LRI TAQUTERIF v
AN AU NENTSNWIANUAULA?
=2 a d' a wa [ I QI
Jassunnielusaiansaneyd® dnilunseands
3R 072 U
(oo )
|:| auslA
[ ] liousta
(oo )
USLEIUAMENTTUNIT
v A
U oo,
AIUMETULBNANT © coorreeeermerecssseneeesnesnessnseeeesee
(oo ) FUT e,
AIUNEAUBNAT & corereevrrrnereressnesnr s s
(oo ) U e,
AU FUAULBNAT © oovvrmeerresnernesneene e
(oo ) FUT e,
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TuAn¥asvaniaueanals

(Document reproduction Request Form)

SUT e
e L LT L RSO FANP oo
LAUTITPTUTET T VUSEUIUU oo
UL ITEMANTATINITITOEON oo
fianuuszasAazveyhduenans s
ettt ettt e er e et et e et etaeerae s eaean
2 e ettt ettt a e e e et e eae et e ete ettt eteeteenreetean
LRABTTAGUTEEIF et
PN LAAIUILBNAITINWIANUAULED
JaFvuniielusafinnsaneyli dnidunszauds
BIUNH oo
(e, )
DU
[ ] lsiousia
.......................................................... )
USLeUAMENTTUAT
SUT e
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