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1.2 | #elasan1s3de (Protocol title) (English)

1.3 | mslasunisatduayunisvinide (Sponsor/Source of Research funding)
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2) O ldsu  (Yes)

- Ussinmnsatuanyy (type of research support)
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1.4 | MmAnsegatiuauun15Ide (Sponsor contact phone/fax (Thailand)

TNFENT (TEL)-rreoeeeeeoeeeeeeeeeeee, e-mail

1.5 | Usztanlasan193de (Research project type)

] Anendwus/ astnwus (Thesis / Dissertation) L] 91147338 (Research)

douil 2: si’iauaéj 38 (Investigator 's profile) Iaﬁzjamamawﬂﬂu(mu)

21 | Fom191587USnwn (Name of Advisors) (Lne)
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2.3 INAUUIB9U (Institutional Affiliation)

2.4 | msfnsiay3dy (Investigator contact phone/fax) (Thailand)

TNFENI (T oo, L 0 = 11 GO TSSOSOV

2.5 | viudilasen1$98due Anasaiduniiniglannusiuiavoutesinunlasinis (How many other research

projects are still open under your responsibility?) ..........ccc..........

9

2.6 Vi”luﬁﬁﬁ E9IUULAZIANUNNITEAAU (How many co-investigators and research staff do you have for this

Project?) .o

daudi 3: Tasensade (Research Protocol)

3.1 | sUkUUNTI98 (Research Design) (@onlanangtn)

"] Basic Science Research L] Survey L] Clinical Trial
"] Case-Control | Laboratory Experiment || Diagnostic Test
| Applied Research 1 R/D | Bioequivalent
] Cohort ] OthEr oo

32 | 38313 / wlesdle Tlluns39e (Methods involved the followings) (Fenlédvateta)

Questionnaire/ Interview/ Diary
Specimen/ Sample Collection
Records/ Document Extraction

In vitro diagnostic devices

In vivo diagnostic devices

Medical devices

Drugs

Behavioral/ Psychological Intervention
Embryonic stem cell/ Genetic material
Radiation/ Isotope

Tissue/ Organ transplant

N T e Y A O B O

Procedures/ Operation
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* minns3seldaaniu 1 U §IvedeevenanignIssused 829l 30 Tu NouasumImUAeIgYeenaITsUTeNlasy eniiunsel

exemption

3.4 | @apufivh3de (Investigation site)

L wikaiden (Single) ey

L syun wanewsis / vanegud (National multi-site/mUulti-Center) F¥U. ...

1 sgdununen® vianouis / ‘wma@ué (International multi-site/multi-center) s¢

3.5 | Tassmsideillasunsiansumumulaganenssun1sa3usssuouneuduiiinsela (Has this protocol been

reviewed by another ethics committee prior to this submission?) [ Yes LI No

3.6 | lassmsideillaanngidounisyinidenisadtinuainislal (Has this protocol been registered according to

clinical trial registration?  [] Yes lUsasey

L] No
3.7 | lasamsideiifinaenssunsnsiafnanudeyanuainulasasie w3eli (Study monitoring or DSMB, Data
Safety Monitoring Board) [ Yes L] No

daudl 4: 13UN19398KaTN153UIN3IUNI5IV (Subjects and Recruitment)

[ ludnsinudeyalaenssannuyudwieysun1333e (No data obtained directly from human) (dw
IUnaudauil 5)

[ fnnsiiuteyalnenssanuyedused5uniside (Data obtained directly from human) (@ufiuns
danaunndaiiieatos)

4.1 | onanadeslulasinsidevevinueglunguiusisurawiseli (Are the volunteers in your research project in a
vulnerable group?)
[ No
[ Yes i@onlaunnnin 1 9o (Does this protocol include the following subjects?)
Ll msen Lﬁﬂmqﬁﬁﬂd’] 18 U (neonates/infants/children, aged <18)
an3dnTIn (pregnant women)

[]
L1 fgeong (elderly)
L]

Airelsafnodneuss gUaeuzise vsediiessezyneves®in (cancer or terminally ill subjects)
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AUae HIV Land (HIV/AIDS)

AUhen1930 (mentally il subjects) / ﬁﬂaaaua«ﬁau (dementia patients)
AUNNIT (disabled person)

YU (beggar)

WSIUAN9AT (foreign workers)

AnansLaniAn (drug addict)

eXpe ey

A9979 1inlnw (prisoners)
MYIUINNS (prostitute)
nauAuTdnliegluanuigua 1wy Wnfm3 (nstitutionalized e.g. orphanage)

Alsvilsde vundutiay wu 411w (iliterate subjects or Minorities e.g. hilltribes)

Y

e,

sﬂé’ﬁ’aﬁuf@m WU HASEY/ YnAinw Qﬂﬁgﬁﬂ N7 (subordinate e.g. students, employees, soldiers)

3

N e A e s Y O Iy O

b

U NTUNTLY (Other, SPECIY)......oive s

a2 | Bnsildlunissuenanadnsdhiunisise (Methods used to recruit subjects)
@m@iaqﬁﬂaﬁuwﬂﬁﬂ’wuaﬂ (Personal contact at outpatient clinic /inpatient)
ﬁmﬁiaqﬂﬂaﬁumummauﬁ%aﬁ ICU (Personal contact at ER or ICU)
aﬂﬁiaqmalusqwuu (Personal contact in community)

AnsiauARanIlnsAnY viseluswild (Contact via telephone or post)

>

(N B e O I O

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

]

ﬁuﬂ NIAUNTEY (Other, SPECIY)......rvvre e

4.3 | nMsvemnuduyaneiaaias (Was the consent of the volunteers requested?)
1 lfinsweanudugeu (No informed consent applied)

] fin1sveAuBugen (informed consent applied)

4.4 | upAaveMNNBUYaNNANENAS (Person who obtained informed consent)

[ [ Va1

39u1an/6338391 (Principal/Co-Investigators)

U

D o
DAY

[y

[ WINUNNI98 (Research staff)

L Bug NIUITEY (Other, SPECIfY) .o

NANYBANUEULBNDIEALAS (Time when informed consent was obtained)
4.5

4.6 | @aounniguennudugauenadins (Place where informed consent was obtained)
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IUIUNFUNTITETIAINYNEY (Expected nUMbEr of SUBJECES) ooovvvvvvooooeooeeeeeecccce e

4.8

NIMERUIAEALAUNG ALdenal anldazanldauegliuigiuniside
(Subject payment/incentives)

[ 1aisl (No) [ 4 (Yes) A5au53Y (Other, SPECITY) ..o

4.9

NSYAEAAANITUIAEY/ ’sﬁﬁglﬁa (Compensation for injury / lost)

L1908 (No) [ 8 (Yes) n3au152y (Other, SPECIY ..o

4.10

Wnsduinteyadiumivediinsunisive
(Methods for recording personal data of research participants)
] iu'ﬁmsﬁuﬁﬂ%’a:&adauﬁwm@sﬁﬂ'i"mmi%’s (No personal data of research participants was recorded.)
[ Msaunudenazdeyadiuimesiiirsmnsidelumsduiindeyalunuuiiudeya
(Use the code instead of the name and personal information of the research participant.)
[ finnstuiindoyalu (data is recorded as )
I twadiannseidng (umeuiuneswseusiu CD) ( electronic file)
L] suney e (Photo/ Still Image)
[ 3avimls amipdeulna (video/animation)
L] Yusinides (record sound)

[ 31U NTUITEY (OLNE, SPECIY) oo eereeseeseeseereeseeseesseseeseeseeseereeeeeeeee

4.11

FufRnlTlunsidufieuntosanuduvesoaarinsvizeyey

(Practical methods used in research to protect the confidentiality of subjects or the community.)

] Iaiﬁmsﬁ’uﬁﬂsﬁagadaué’wm@ﬁﬁ'mmﬁﬁa (No personal data of research participants was recorded.)

[ TWswauwnudeuasteyadiumveditnimmsiselumsduiinteya lngliausassiwiyanald  (Use
the code instead of the name and personal information of the research participant.)

[ iiudeyaluivaende Tnsyanadulsiaansadfedoyald

(Store information in a safe place which other persons cannot access the information)

[ 31U NTUITEY (OLNE, SPECIY) worreeeeseeeeeeeceeceeeeseeseeseeseeseeseesseesoeeeeseeseseeeseesee

daun 5

: lenanshdy (Frwu 1 yn) Weansradaenasidu nieuldinsasvany ¢ ludes O

RLGREIEY UN. N33 V8O

5.1%

wuuBu (Submission form) : AF 01-03 1 (Muineneans) O
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5.2¢ | Tassmsidsatuiu (Full Protocol) nwdsnge wislne
53¢ | enanseyiiilassidineninusanangnssunsineinug/enansdd O nsdifdu
Usnwuarlausuusunlulasesnannunnenssunisaauiilassauaiue UnAnw
SuUSeelal (Thesis proposal approval document) iy
5.4% | UsziAnide (Investigator’s CV)
5.5¢ | lonasvietaniililuitnmssuetaatiag wu msussanduiusinge
7199 %139 Laﬂmﬁau”awmqﬁlﬁ'm%’aq Igun Tusdhs wie doarudild
TunsUssanduiusinideseulad
(Documents or materials used in volunteer recruiting methods,
such as Public relations through various media or other relevant
information documents.)
5.6 | wnansteyaresutedmiugsuniside (information sheet for O
research participant) (AF04-04)
5.7 | TuBusen (informed Consent Form) (AF05-04/AF06-04)
5.8* | uuuaeunw/uuuduneal/wuutuiinteya
(Questionnaire/Interview form/CRF)
5.9% | wuuresumsuseliunuadlagnivy (Self-Assessment Form for PI)
5.10% | ydiTnsseusy (138553338 wagdug MAwaey)
(Training certificate: research ethics and other related)
1URST GCP (mnilu Clinical Trails PI fiosdl GCP Training) O
511 | wuurlesulawmensiinauseloviviudeunayuide O
(Conflict of interest and funding form)
5.12* | nilsdevenuanliutaya (Permission letter)
5.13* | wilsdenauiueygymliiudeya (acceptance letter for data
collection)
5.14* [ IRB Checklist
5.15 | lonansnsiuseannsgu Lab AnTesdlounmd /uvasingn Mdu

UINTFIVAINADINMIBIIUNIOBIANINLATUNITHOUTUIINIINITHANEY
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wse Tuauananan/ddininedie vion Wudu

516 | TusudlRvunzileusnain oe. (Drug approval from Thai FDA)

517 | Tueud@lidueedlusewinansanenide ()

5.18 | lufusaawananisuglulsemagndn (Certificate of Free Sale) nsally

HARSUIINENINAUSE AR lleNaSBUGUAINENES (§71)

5.19 | Tonnasn13deiogstin w/Uennasn1svinadenisaantn (913) O

5.20 | Ailod3d8 Investigator brochure (1d#sAduidudasiaiiodde) O

5.21 | suuszunal (Budget) (914) O

5.22 | ludusevifiutou/seaunantsiiansanain REC 7idu (613 O
Certificate of review from other RECs

5.23* | tenanstrenulusudidalnsiing (CD Rom, Thumb Drive, Flash Drive) O

5.24 L@ﬂmsﬁ'uq TEU ottt O

44' = o & v a
WAIBIYINNY * U809 AWUURBIN (necessary)

Wewe: 1A5IN9IT8U19F09 IT801asduena1saue auauddy
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