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8 AF 04-10 fapgdayadoiuipdmiveraaminsine sy 7-12 1 adn
9 AF 05-10 fapganiaiouansnnubuspaigndm inssmsidpdmivonanainaineny 7-12 1 ot
10 AF 05-10 fsgamiadouansnnubusougnim lasamsidpdmivdunaies &
1" wnnnlumadisulasanisidemivga (Protocol Synopsis) =

U & Aflan1InIaNLUUNDIILUUEISA

N13N50NLUUNOI VBT UTB9938555uN T3 Tulunywd Wunszurunisdavinseasiden
Tnssnsideetsasuiiu gades waziduszuu Wolauslinuznssunisadesssuniselunywd
finnsanarusnzganvessiiunmsidouasidunsosdnd Anaes Anulaends wazatafnm
VoY Inedudeszyinguizasd F8dauluns inainisAndenndusiieg1a n1susziiiy
A sauazuszlon nszuiunisveanudusenlagldfunisuennanografivane nsinw
audurasteyn wazanninstestuniodanindeiomgldfsssasd e n1sfiarsandandn
38535UAINAAN Belmont Report ay Declaration of Helsinki Lﬁaslﬁm3’3?’1’&1L1‘julﬂm’mu'mig’m
Busssuuazndninnsivensulussiuaina

YILLANNITNANTUNAIUETTU

®. Exemption Review — AMLLEBIAIUN
. Expedited Review — anuidesluiiuseauuni
on. Full Board Review — fA3L&eqa1n
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AF 01-10/1.0

L] . . .
P@REC @ Kamphaengphet Rajabhat University Submission Form for Ethical
Raview
(

Research Ethics Committee
Tazamsfithwuuendusiaia

nnavdesii Tnsamsilumsiiosan szdaaiimnaiay Category finu
uwneniuiasamriaduguoy tap 0 AF 01-09 nazAF 05-09 [pedited the

Please fill in this fi
review process

Section 1 : Protocol identification V [/

Request for [] Exemption or [J Expedited Review, please specify the criteria category ... (see the criteria for

VoA A4
ag1anlavenivlng

exemnption and expedited review) [J Full Board Review. ﬁ’ﬂﬂﬂﬂ

1.1 Protocol title (Thai)

Ve

Tasamsiigaivayunieonld mirsnuvesigrenyu wie

)

12 | Protocol title (English) TIUA
ocol title (Englis nueua (Tsaszy)

= A 1 s
13 | Spomsor/Source of funding HunaravTasamsuowlar win'lifilwszyn <lif

[:l Government .....cooen I:l NGO e ——] ‘H%B “None”
D Private sector ..o D Others ...

14 Protocol number (if any) | ‘

TanunoavInsdwi/Fax/Email vaadaivayu (unsdii
ffmivayumnhifiszyh “hifi” v3e “None™)

15 Sponsor contact phone/fax (Thailand)/e-rmail

16 Protocol as part of - Thesis / Dissertation / IS / Undergraduate D No D Yes(Attach doc 6.11)
- Postgraduate training (Board/Sub-board) D No D YeslAttach doc 6.11)
Section 2: Investigator (attach doc 6.5) .
o ' = = o 4 a L4
21 | Name of prindpel investigator Tavamsitluaunilavedinoiinus A yaniwus/ms

-

funidasz/AnnidwusrzdnSygnas nienld?

22 Degree/Specialty A she o
WOHIVUYA

23 | Institutional affliation lavnoavInidmi/Fax/Email fimuisofadeld

Ty ranuEoinmy r

24 | Contactphone/Fax/Email - L1 vy 9 i s fiTasamsdteluanusviaveui

mdaduiiumsegn Iasann

25 How many other research projects are still open under your responsibility? V | ‘J

[ . as oo
26 How many active research subjects are under your responsibility? i lJB'IE‘I"Iﬁ'LlFliTﬁidﬂ1ijﬂﬂiuﬂ]1u3ﬂﬂﬂﬂfﬂﬂﬂﬂu ]>
| I

Ao e A

iAo mihiisenau

27 How many research staffs (Co-investigators included) do you have for thisproject?

Section 3: Research protocol / qm?ﬁ’mﬂmmﬂﬁ W50
3.1 Research Design (Check all that apply) - 2
Basic science research |:| Descriptive/Qualitative |:| Lnﬂﬂiuﬂﬂﬁlﬂ@]ﬂuﬁlﬂi
Tnsamsive

U « AllaN15NIANUUUNESIU AF 00-00/0.0



Survey I:I Case-control
Laboratory experiment I:l Diagnostic test
Applied research I:I Clinical trial
R/D ] Cohort
Bioequivalence I:I Other (specify).....ooveeeveeees

-

]
[

]

14

32 Methods involved the followings (tick all that apply)
Questionnaire/Interview/Diary (Attach doc 6.6)
Specimen/Sample collection
Records/Document extraction

o In vitro diagnostic devices

ot = oA
".Iﬁﬂ'lfiﬂiﬁﬂuﬂﬁ']ﬂﬂu
In vivo diagnostic devices

)
az'ls1ha Medical devices (Attach doc 6.12, 6.13, 6.14)
Drugs(Attach doc 6.10, 6.12,6.15)
Cosmetics(Attach doc 6.10, 6.12)
Medicinal plants(Attach doc 6.10, 6.12,6.15)
Foods(Attach doc 6.12)

Behavioural/Psychological intervention

Embryonic stem cell/Genetic material

00 Oo0oo0 oD

Radiation/Isotope
Tissue/Organ transplant
Procedures/Operation
| :
f szozinanng 1%
33 Expected duration of the project........years........ months
34 . , .
anufiduiiumiisshidemienaeiinielu Single
™ National multi-site/multi-center
ﬂiﬂﬂ'lﬂ‘l—lﬂﬂﬂizlﬂﬁ Intemational multi-site/multi-center
|
35 i , mission?
noveriurITumMIdtolunypdiamitenudunienls No
‘Yes (Attach doc 6.17)
36 -
Tnzams ldanzidiownoniu Clinical Trial wioli No

Yes (Attach doc 6.16, 6.18)

Section 4: Subjects and recruitment

41 Does this protacol include the following subjects? (tick all that apply)
No data obtained directly from human (Go to 4.2)
Prisoners
. M Pregnant women/Elderly
- ~ = A oA ot gy
Tomadasmuiiszy BluiivSenlar wialill 14 Mentally ill subjects

Chronic disease/Cancer or terminally ill subjects
Neonates/Infants/Children (aged <20)

o o 9 o
anmaiasilulas idany HIV/AIDS
Institutionalized e.g. orphanage, leprosarian

\iterate subjects or Minorities e.g. hilltribes
students, employees, soldiers, patients

7zya1a Other (Specify)......... Tagmsszym

s lumaidena1maing
Other (specifyl. e

“Aademadiholudihouen -Aadefites ER wie ICU

a P ] CTTr |
-Aade luiui -Aaderuma Insdwinseaanne No (Go to 4.3)

' e 4 . ; inic /i ;
shunalavan Tlmaes lulds @e souds Website - contact at outpatient inic inpafient
\ Personal contact at ER or ICU
A
U TS Personal contact in community

Contact via telephone or post

| Advertising e.g. poster, flyers, mass media (website included)

3V o0 @jﬁamsnsammuﬂa%u AF oce-e0/@.0

10000 | Ooooioooooo | 0o 0o 000
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Other (specify) :I

a3 Person obtaining informed consent

: No(Gotoss) [

[ yanahziluduanimtusen rL_. Principal/Co-Investigators ||
Research staff :l

Cther (spedfy) l:|

¥
_— ‘ SuamaiasnimualuInsans
aq Expected number of subjects in each arm......ees total number of subject.........cces

g

A E A v
auqlumsiiswIasamsiiviana

minadulifuomminiusagala w
45 Subject payment/incentives 9 J&

(if yes, please give details o

MinTvAaA I InTIn1s I8 Hio

N
: i ' 3 =, =1 - =)
46 | Compensation for injury / lost MFAFYTIHIUMSUVIAIVUWI DAY
EGTRILY

= - Y
(if yes, please give detalil AMZNITUMIDATEMAUINNINVALAA 1Y

Section 5 : Study monitoring or DSMB(Data Safety Monitoring Board) A ]Jﬂgﬂﬁﬂ

Yes |:| |
Section 6: Summary of attached documents required for the review (please tick all that apply)

copies

6.1 wuuBuvauntsfisITuTiesTsy (Submission form < AF 01-10) O a4

62 wwudssdivlasimsidaionuiaaSeltAssessment Form : AF 02-10 v AF 04-11) [ 4

6.3 deyareduinwaymisdeuansnrmiuseud mivdidanilasinside (Information sheet and/or consent form : O 4

AF 04-10, AF 05-10, AF 06-10)
6.4 TAsimsiieaiudy (Full Protocol) [ 4
6.5 Use i ﬁﬁunﬁnuﬁm}:ﬁ'nuﬁu (Principal investigator and Co- investigator’s CV) D 4
Human Subject Protection Course D
GCP training certificate (clinical trial only) D

6.6 Tensduniniaieftilunive (Questionnaire/Scale/Interview Form/Case report form) ] 4

6.7 nisdaudamasalsglemilConflict of interest and funding form - AF 03-10) [ 4

] ~ sudssanudildtu Taote Budgetd [ 4

li)ﬂﬂ'l‘l'ﬁilﬁ?i‘dll'lﬂzhliﬁ'li 1804 EA asulAsams3dn (Protocol synopsis) [ 4

. . Investigator brochure D 4

winansnegnlunmeondisiids Approval document from thesis committee/advisor ] 1

_/ Recruitment materials e.g. written information and script D 1

6.13 Medical devices safety approval from Thai FDA D 1

6.14 Certificate of Free Sale  [] 1

6.15 Approval for investigational drug used in research D 1

6.16 Drug approval from Thai FDA D 1

6.17 Approval result report from other IRB EI 1

6.18 Document of registration D 1
6.19 Electronic files of all aboveandrelated documents D 1C0ROM

Note: Investigator has to provide document 6.1- 6.9 and 1 CD ROM (6.19) on submission for initial review. Other
documents are also necessary for some type of protocol. Document 6.9 should be in Thai and not exceed 5 pages.

Should you need more information, please contact our board secretary at KPRU-REC. Tel 0-55968642

A A a A
pUnaNfdYalaZIUNUEAE

Investigator signature dated. SR SO

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

U 00 AHBN15NTANUUUNBIU AF 00-00/0.0
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Kamphaengphet Rajabhat University

Self-Assessment Form for PI

Research Ethics Co

N&REC @.

(lna)

MP1DINY

VAo aA s Z y
Elﬂ'lf‘lilulﬁ“lfﬂ 1A5INMTNINIEN l'ﬂﬂLlag

Protocol number: Title: (English)

Investigator’s Name and Qualification:

o a !
L AINITHITAN

| N

Od Exemption
a Expedited review
[ Full board review

ladedidsuaznaau

o o an
g
- a

3 o 1
eIy J A

L

NA | A= appropriate, |= Inappropriate, NA=Not applicable

mnerudthifsroade lined

Protocol

1. Research value / merit

(

2. Research validity 1 y?ﬁﬂ1ﬁLﬂéBdmﬂ

2.1 Good rationale

2.2 Appropriate design ar

2.3 Sample size considen._

uor =)
A =mngey I=lummnzan NA = liinedeq

\

Opinion/suggestion

~

2.4 Statistical analysis |

3. Inclusion/ exclusion criteria

3.1 Assure fair selection

3.2 Answer research question

3.3 Concern about risk group

4. Risk (to whom.............cc.........., Tisks by nature and expected
events i.e. physical, psychological, financial, social, etc.)

5. Benefit (to whom... both direct and indirect)

2

6. Vulnerability

7. Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process

7.3 Acceptable treatment available

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

9. Others (Advertising, CRF, etc.)

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

Opinion/suggestion

1. enasdayadiiueyeiuedmivatmadasiidtiauntsidy (Information sheet)

1.1 WiteFediasyinside

12 '

Mwiildidnladg
1.3

- ' - ar
mamwm:mmﬂummaa
14

\5\4

wanafioaadasladudiybinsalulasmsidy
15

Tmguszasrvadlasansidy
16

Frunueamatasidniniulasinside
1.7

L~

1.8

' 1 ' A d
Tuemves ICF 1y vedoaldlunsiiniy

¥
a

a v d '
ﬂ'li‘I’\ITI'\3'EIJ'Il!.‘]_lﬂliﬂiﬂflﬂllgﬂ!mlll‘ﬂ'lu

a o 4
semsfinsauuueniuion NA navua

Feaudunisfiasufifeodii1uide
1.9

i:ﬂ:nmﬁmmaﬁmu,ca'asﬂuasﬁaaagﬂu‘[mamﬁﬁa
waz/viaUselovirayuuwdau/inruslg

o ] a _ o - b ™
aadszlovifimaingsiniuainmsidedeonanasinslaunss
1.10 eudss anuliauie wieruliasain fenafinduun

oanagias Tumsitnsululasinsidy

U ol AliBN13n3BNULUUNDSU AF olreo/e.0
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1.11 madanwianszuiumsinwmau 9 lunsdlifieranadasludn
sululasinside

A | B | NA | A= appropriate, B= Inappropriate, NA=Not

Item for review . N
applicable wwganuiliisrdesisalisasd

1.12 msliBurneanAuns nsidenan anuldasain i

aue uwaeelandoll nmsiioaatinndirunsioe Bms

THuazanils

113 mshinsShwmeunaviadaws  Welaudsmeviedunsiei

mﬂﬂ’mﬂq.‘n:]a Y W ey o ‘%"‘-—-—..__[ [ = v ow 4 9 A \
114 wndadumdie wazaonfuiisalumsinide drveamsiinsanuuusSatazduguuliiben
115 msidgmaiugmanissdoadinisvenyduseuuasiinsliduing ™ S

iy STRmHEI v A Tudwiidiseszylu AF 04-10 uaz AF 05-10
ey genetic counseung , \
cl [ qlvl e 3t Gl VA NA

1.16 msvaifuiedafimaeainniside u,a.,s.,a.,nmmnumamsmw AN BngIved ivaen

dWudvluawan wiadionisineilndluawen doalinisvennubusewita \‘ |

Wiuataiivds  winislideenniurzdes Gufatlirmuznssumseiesis 4

- ' a ' o £l
30 E‘I"Ju“IJiNﬂ‘IiﬂTI‘IEﬂl‘ILL‘I_I‘Uli&iﬂ!mglﬂuzﬂuﬂ‘ﬂiﬂ

17 uarakasvasansind Aawisofindeldnaen 24 Falus Tunsdit I T

LT : s iden A Tudmidideszylu AF 04-10 uag

pnadpsifiamanisaidulifisssad

e v ~ = av. & UYL IER-T I I =1
1.18 wumavlnsdnidiniuanznssunsiinnsuaiesssuniside i \ AF 05-10 Tuduii Liferdealiiien NA
2nnalipsaunsafadansdiifofaaiou ‘ TR 7
119 flenansteyan aduiivanzdmiuidnaty 7-12 1 ‘ | Mnwdmiudnluiaegfinaiieadilals)

2. vilsdaudnaanuitiueauidniaunisive (Consentform)

' =y o o td
2.1 ddeany “maﬁamfiuaas.,mwgms vionauanlasamside \ duveamstinsannisaazaug iy i

el Towlaifinglan fomsinwmeaiimsegldumumasgy via 2 U X - -
gudunausslonilagiiisoslifumudng” ] tmon A 1umuﬂ'anji-:1iiu ?F ?i 10 1nz
2.2 wasmsmsinvauduesieyafsafuanaaras § AF 05-10 Tudwitlinerdealifiden NA
23 anuingarraimsasuleefiiniumside was/vie gunulas
Youfenguig VA A
2.4 ANUMUTE amﬂammammmauaawamwmmmﬁfi’aﬁin puTaNtaennay
A uazpuld amuidsanlsz Towl
25 MINEATDNTIUNNG 2ssent Uazn1TAN M dMTUAn / S
2y 7-12 9 L\

Decision: Risk/Benefit Category V4

P

[ Research involving not greater than minimal risk( Mo fastuaudsaitosdntan)

[ Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects (330
Wendastumudsanninndudliuaniasslamideaaiasinensdluauian)

[ research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield
generalizable knowledge about the subject’s disorder or condition (M33defiiAudastuemudsannniuniuasliliuanifssTonibe
prenatasiaansdly

aunn walimmndulldftenienudifefudeenufissniviesnezvesdsremamaiaslUlituileeutiug 16)

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

the health or welfare of ch\ldren(ﬂ"maamuuﬂﬂvvfummmﬁnwaw"lﬂmlamamvmﬂa tUaaiu nie U‘:‘:Lmﬂmmiwuuimuuaﬂ‘:vwwaqumw
Wwin mammwmmLUuaqwmamn)

Investigator’s Signature

l ' i e e e e e e e e " éll a ‘i
( ) % atfnasteuas Tufiusaz ]

Date ... e

U oa A3BN13NTBNULUUNDSU AF olreo/e.0
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AF 03-10/1.0

Research Ethics Committee

» . .
'\%REC ‘n.-,m:'ﬂli Kamphaengphet Rajabhat University Conflict of Interestand Funding Form

Conflict of interest is not in itself a reason for protocol or investigator disapproval. The board will consider its existence and magnitude and whether or
not these may affect the scope of protection the right and welfare of human participants. One copy of this form will be forwarded to the conflict of interest
committee of the institute. The board will only send the investigator the institute opinion together with protocol approval results

Protocol title: For board use only

For board use
only

athauld¥olnsamsitouzng ] REC No.

Section 1: Funding

1.1 | Source of funding (tick all that apply) amount
None -
, iy Department/ institute
[ UHAIUITINN v g Pharmaceutical company
Other agency: o
Other agency: i

Grand total

1.2 | i £ bl fHele oll 8 tappty)
“]ﬁ‘:}'uﬁmﬁmﬁﬂué‘aﬁ’ﬂw?ﬂ Monthly throughout the project
Lump sum for the whole project

v ¥ VYo
1l udy 185 unuylvu ‘ i
Per subject recruited

Others (specify).....
Section 2: Conflict of interest

yes | no
21 Do you, members of your family, or associated entity have or receive a financial interest in or from the
sponsoring company?
22 Do you hold any executive or scientific position in the sponsoring company?
23 Do you serve as a consultant in scientific, financial, legal issues or a member of a “speaker’s bureau”
concerning the products of the sponsoring company?
24 Have you participated in or otherwise influenced any institute transaction with the sponsoring company in
any of followings: buying, selling, leasing, licensing, supplying, or making contract?
25 Have you assigned any student, postdoctoral fellow or other trainee, officer, support staff to a project
sponsored by the sponsoring company?
26 In the last year, how many times have you been supported by the sponsoring company to:
-Attend conferences/meetings abroad;_ 0 1 2 >2
-Attend conferences/meetings in the country; 0 1 2 >2

-Lecture for the staff of the sponsoring company;, 0 1 2 >2
Note. winvisamzf33elsiil col Wiguuuuradusmiuld winluanzfidevinladl col Wuwuurasuuen

Ledated. . - A o A
) pEaNAIYaLAZ IUNUE A

Co-investigator Signature .........dated...//o.....Co-investigator Signature ........codated.../u /i

Investigator Signature

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

U o @jﬁamsnsammuﬂa%n AF om-e0/@.0



19

&lo.e. NIMNUITBTNTUAlUMUTBLEUDLULIBIAMUENTINNNTISUTITU

109t uN1TUTUUToNaITLaEI18aTdualATINITIiaenAd een Ul alaua LUy

[
a

?
NEouTnvienatsiuasnisuAluiduatsdnualdnues wazdandulioNAITUINUNIUDNASINDULSY

Aliunide Miliiellassnisiinnumnzan gndes uwasilulumundnasesssuninug

35:/

Xy

v R Y
UUNnNUamINd
f89U519N13
7 Audi

dl dy a v a a a v 6
1999 YoTWIL Nl Iﬂi\‘lﬂ']i']‘UEJG]']llllG]‘U’ENﬂm%ﬂiillﬂ'ﬁ%iﬂﬁiillﬂ’ﬁ'mEJELUNUUEJ

Sou UsEauAnenIIUNISISesTIuNTIdElunyee W Inende g ienanes

oI Tia U1 OO aonunn L 01918 L shdnwsziulsagnd
[ sindnwrsesuusaanin L dndnwsedulsaynen L Lﬁ’fmﬁ’]ﬁmﬂaﬁuawu CEATRIIVAIN)
............................................................... TN - 1 (R T AR (SR AUE L A1
TR A1) SO
............... (AIYIBINGY).rrse . ANUUAYBIAUENTTUNITITETITUANS

FlunLEd ININEIREINVANMUNLNYS

FSPUL N LUTANAITUN

91971597N1US NwLATINIS
nsfivntnlasanIsIseduin@nen
[ dy Q‘ a a
WUUHBSUATUNITVUAY Uity LLANAINLA

ABIZNTTUNITIILTIIUNITIVG TUNYBE UNIINGIRETIVANNININYS



20

YT ATINNTITY e

TASINITITY 309 BOANI TN e oo
(BOAMIITINOE) .ottt
H O TATINT o FAVP e

FelasanT3IelARIUuNTRTUIAIN ANENTINNNIITESTINNNTITTULIYEE Winedesvigiunanys waglad

IB e TngUaliTwad Wil LRLLRL Aatl
UR A15TR9 wAlR Aol
(o )
FIUTNIATINTINY
(oo )

819159NUSnwlAsang

a o L4 a o < L=
nsalmmtlassnsIdedutnd@ne

©.999119N1TVBFUUINNG

anduideuasiam InIne1desvAMUnanes 1Yl o i o FUAUATYN SLNBLBY
AUNANYT TNTANNLNYT Dloooo

(% s o

IAMINTT: TUFUNS - TUANS 118 or:ao — em:oo W. UAYNNTIUES-817RE)



21

PAIN1NISANHD
o uladadiadunienis: antuiTonasiaiun 150 AUNLNYS

o INANN: od@-sloo-E¢EE FD eeoo
o Btua: research@kpru.ac.th

o Facebook: #01UUITLUALIHAILT UMINYNTYTIVAYAINLNYS

U o¢ d0MUTUIVHUATHAININMINGIRYTIUAYAUNIUNYS
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(@) 3R uUBn Y (Exemption Review) TiSanifiulasanisideas e,000 Um

(lo) nFERIITULUVLSA (Expedited Review) Tiseniiulasimsidoas e,¢oo um

fo @ Timilaninisidefiveiunisfiansuidiuaiesssuniriduluyud
Frsvamriiliadedutaudrgnssuumsivsanvenmenssunms
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