AF 03-01

V.3.1
(30/04/68)
i AIZNIIUNTAIETIIUNTIVE TUNYWE
: f’ ' winIngrdemalulagsivunanziuaan
ATy
e wuuBulasinside asreseuAruATUiUYeLana1sTBy wazlunauiutenans

nsunsendoyaluluuBuuasiuuienas
Please fill in this form and provide necessary documents that apply

d3uhl 1 : Yayalasen133e (Protocol Identification)
vadunisiarsanuuu L] Exemption or L] Expedited Review, njaunszyidnnasidala

(g Criteria for Expedited Review)

NUYLALATINTS: xxxxIRB

/ SWElATINNSIE (B1F)

1.1 | Folassm3de (Protocol title) (Thai)
1.2 | Felasan153de (Protocol title) (English)
1.3 | datiuayun15ide (Sponsor/Source of funding) lUsaszy
(] 55018 N L
L] 00U o T T
1.4 | nsAnsegatiuayun1sIdEY (Sponsor contact phone/Fax (Thailand)
TNTENT e WHAD e o 1| S
1.5 | lasamsideiduinerinus (Thesis/ Dissertation/ Board/ Subboard)......... [ ves [ No

ya v

dauil 2: JayadITe NFUUULENENS 6.4 (Investigator, attach doc 6.4)

Va [

2.1 %a@’aﬁlwaﬂ (Name of principal investigator)
2.2 | WNSANY / @101A0T8IueYy (Degree/Specialty)
2.3 | danule91u (Institutional affiliation)
2.4 | M3FnfeaR3Y (Investigator contact phone/Fax (Thailand)
TNTEN e WAND o 1 OO
2.5 | Mudilpsan1s39eaue) Anasaiunisnelinusulingeuresvinunlasinig (How many other

research projects are still open under your responsibility?)




2.6

o

YUl I Az mMTUNITeRAY (How many co-investigators and research staff do you

have for this project?)

dauf 3: 1n59n15398 (Research protocol)

3.1

SULUUNTIAY (Research Design) (Fenlivaneto)

[] Basic science research [ Descriptive/Qualitative [ Survey

[ ] Case-control [] Laboratory experiment  [J Diagnostic test
[J Applied research [1R/D [] Clinical trial
[ ] Bioequivalent [ ] Cohort [] Other (specify)

3.2

355 / 1n3esdie Nluluns398 (Methods involved the followings) (1@enlananede)

O

Ooogooggoooood

Questionnaire/Interview/Diary
Specimen/Sample collection
Records/Document extraction

In vitro Diagnostic devices

In vivo Diagnostic devices

Medical Devices

Drugs

Behavioural/Psychological intervention
Embryonic Stem Cell/Genetic material
Radiation/Isotope

Tissue/Organ transplant
Procedures/Operation

Other (SPeCify)....ovenreiereireens

3.3

32881IA19AINI19891398 (Expected Duration of the Project).............. SV iy

3.4

A01UNI98 (Investigation Site)

[
[
[

WALLAYY (Single)
TEAUYIF MA1BUe / ianeaug (National multi-site/Multi-center)
SEAUUNIR MA18Wne / naneaud ((International multi-site/multi-center)

3.5

1ASINTIVETLASUNITRANTUNNUMULAEAULNTTUNTISEFITUNDUNBUD UNTMS B LY (Has this

protocol been reviewed by another ethics committee prior to this submission?)
L] Yes [J No

3.6

Iassnsideillaaangidounisyinidenisadiinuainselal (Has this protocol been registered

according to clinical trial registration? [ Yes MUSATEY cooveevrvvrrsscoieerrneessscccneneenn

1 No




gauil 4: fFun1s3Teuaznsiudnsaunside (Subjects and recruitment)

a1 | TasinsiseisudFunmsiferoluiviold Bonlduannd1 1 4 (Does this protocol include the
following subjects?, tick all that apply)
O luinsfiudeyalaenseanngsun1side (No data obtained directly from human)
O 1nlne (Prisoners)
O and3dansss (Pregnant women)
O HUeM1939 (Mentally ill subjects)
O dUasuwsa viedUieszezyinevesdin (Cancer or Terminally ill subjects)
O LHNDU N3N Lﬁﬂmqﬁ’mdw 18 U (Neonates/Infants/Children, aged <18)
O nquaudidaliogluaanudigua 1wy Windindn (nstitutionalized e.g. orphanage)
O A liSvilsde vundutiay W ¥19w (Uiterate subjects or Minorities e.g. hilltribes)
[] Eﬂﬁﬁﬁﬁuﬁmm L TnReu Qﬂﬂyﬂﬂ %13 (Subordinate e.g. students, employees,

soldiers)

42 | 3Ensildlumssuenanaiasidiiunisise (Methods used to recruit subjects)
O lifinsinudeyalnensenng3un1side (No data obtained directly from human)
] amaqﬂﬂaﬁumumﬁﬂwuaﬂ (Personal contact at outpatient clinic /inpatient)
O amaqﬂﬂaﬁumﬂqmauw‘%aﬁ ICU (Personal contact at ER or ICU)
[] ﬁﬂ@iauﬂﬂaimgmju (Personal contact in community)
O AnsiayAnanIlnsdnm nselusudld (Contact via telephone or post)
[] AnUsenAlawad (Advertising e.g. poster, flyers, mass media (website included)
[ 51461 NjauTeY (Other, please specify).......cccocrvecrcccccicceeccccceae.

4.3 rzgﬁﬂLﬁumiﬂizmumﬂamm‘ﬁuaau (Person obtaining informed consent)
O lifinsveanudugeu (No informed consent Applied)
O f33evan/e39893u (Principal/Co-investigators)
O W with#i3se (Research staff)
n 5‘146] N33y (Other, please specify)

4.4 ﬁi’m'gu;ﬁumﬁé’aﬁmwms (Expected number of subjects)

4.5 | eRuraeAniung Andean anuldazan lauigliungsunside (Subject
payment/Incentives)
O 8 0Old

4.6 | MIBABEIAAANITUIALIY (Compensation for linjury / Lost)
O 8 njanseyswaziden
[ aidd
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Uil 5 : ANZNITUNIIATIRAANTYARIUANNUABANY (Study Monitoring or DSMB, Data

Safety Monitoring Board)

04 O laid

d2ui 6 : AIALNAITNEU

a1au L@n&ns U UN.
Y n35935U
6.1 | uuudu (Submission Form) L] 1
6.2 | wuuvlesugideldusziiudienuies Self-Assessment Form L] 1
6.3 | lnanstayamesuiedmivgsunisideuarludugey [] 1
6.4 | lasamsideatiufiy (Full Protocoleaseyinfunwdainge Ll 1
wiolneila
6.5 | UseiReIdevdn Principal Investigator’s CV GCP Training L] 1
6.6 | wuuaeun/dunwal/JuiindeyalQuestionnaire/interview [ 1
Form/CRF)
6.7 | wans COl uayvuide (Conflict of Interest and Funding [ 1
Form)
6.8 | suUsyunau (Budget) ] 1
6.9 | lassmsiveatuge \Wuniwilng anuenliasiiu 5 wih L] 1
6.10 @'ﬁaﬂ%’a Investigator Brochure ] 1
6.11 | nanseydiilasesdineinusanaAnenssunsInginus/ [ 1
919158
6.12 | wnansietaniildluisnsiuenanasing 1wu enansteyas [ 1
6.13 | lonans/lueysifiaiesiiounmdann oo, [] 1
6.14 | TuSuseauansmsuieluussmerudn (Certificate of Free Sale) [ 1
6.15 | lueudflidueiieglusznitensinuide [] 1
6.16 IuaqﬁaﬁumzLﬂauaﬁaﬂﬂ 88. (Drug Approval from Thai FDA) L] 1
6.17 | luiuses/dfiurou/senunan1siansanain REC 19y [] 1
6.18 | onanstedulugudiiansedngd []
gaufl 7 : Conflict of interest Declaration Form
Issues Yes No

7.1 Do you, members of your family, or associated entity have or receive a

financial interest in or from the sponsoring company?

7.2 Do you hold any executive or scientific position in the sponsoring company?

7.3 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?




Issues Yes No

7.4 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?

7.5 Have you assigned any student, postdoctoral fellow or other
trainee, officer, support staff to a project sponsored by the

sponsoring company?

7.6 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; 01 2 >2
- Lecture for the Staff of the Sponsoring Company; 0 1 2 >2
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