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

dauil 1 : feyalasannside (Protocol Identification)

vaFunsiarsanuuy O Exemption or O Expedited Review, njanszyidninauaidala

........................ (g Criteria for Expedited Review)

NUBLAVIATING: XXXREC / SHALATINIGIY (A1)
1.1 | ¥lAsennsI9e (Protocol Title) (Thai)
1.2 | Felpsan153¥e (Protocol Title) (English)
1.3 ﬁaﬁuayumﬁ%’a (Sponsor/Source of Funding) I‘Uimz‘q
O 55018 1 NGO o
O 0n% o I YL N
1.4 | nsAnsegatiuayun1sIde (Sponsor Contact Phone/Fax (Thailand)
TNSENWS oo, WD e | OO
15 | lasanmsdedudne iinus (Thesis/ Dissertation/ Board/ Subboard).......... [J Yes [J No

ya v

daun 2: %’agamaﬂ NIUILUULBNETT 6.4 (Investigator, attach doc 6.4)

va o

2.1 %am%wﬁﬂ (Name of Principal Investigator)
2.2 q@miﬁﬂm / @u1ANLTEIYIg (Degree/Specialty)
2.3 | &nanuleeu (Institutional Affiliation)
2.4 | N3AnRaRIdY (Investigator Contact Phone/Fax (Thailand)
TNTENS oo WARD oo E-NL oo
2.5 | viulilasan1s3dedus Aindsaidunisnelsnnusuinveurewinualasinis (How many other
research projects are still open under your responsibility?) ...
2.6 | inuilIdeTinkazidminiidenau (How many co-investigators and research staff do you

have for this project?)
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dauf 3: 1n59n15398 (Research protocol)

3.1 | 3Uuuun15398 (Research Design) (Ronlavianede)
[] Basic Science Research [ Descriptive/Qualitative [ Survey
[ ] Case-control [J Laboratory Experiment [ Diagnostic Test
[J Applied Research [1R/D ] Clinical Trial
[ ] Bioequivalent [ ] Cohort [] Other (Specify)
3.2 | 3313 / w3esdle #ldlun13338 (Methods involved the followings) (Fenldvanede)
L] Questionnaire/Interview/Diary
L Specimen/Sample Collection
[ Records/Document Extraction
(] In vitro Diagnostic Devices
L] In vivo Diagnostic Devices
[ Medical Devices
L] Drugs
(] Behavioural/Psychological Intervention
[ Embryonic Stem Cell/Genetic Material
L] Radiation/Isotope
(] Tissue/Organ transplant
[ Procedures/Operation
O Other (SPeCify)....vvreneeireireeens
33 | svezianiinadnaeyiisde (Expected Duration of the Project......... CU R Ry
3.4 | @n1ufivhde (Investication Site)
O uafen (Single)
O sgAuvd vianguva / viangaue (National Multi-site/Multi-center)
O seAuuiuvi viaeuns / vaneeud (International multi-site/multi-center)
35 | Tasensideidlesunisiansannumulnennznssunsalosssufisuneutufiindoll (Has this
protocol been reviewed by another ethics committee prior to this submission?)
L] Yes L] No
3.6 | Inssmsisedldanndeunsiidonenainudmiell (Has this protocol been registered

according to clinical trial registration? [1 Yes MSATEY cooveevrvrrverconcerrrnsssscenneneenn
L] No

dauil 4: #5Un13398Uazn153uLd13INTTIRY (Subjects and recruitment)

4.1

Imqms%’sﬁ%’u@%’umﬁ%’wiaiﬂﬁ/w%hi @onlauinnin 1 e (Does this protocol include the
following subjects?, tick all that apply)

O ldfinsdivdeyalaenseaing3un1side (No data obtained directly from human)
inlny (Prisoners)

L GEEh! (Pregnant Women)

AUen1930 (Mentally Il Subjects)

AUaezi5e visedaeseoeyneves¥in (Cancer or Terminally I Subjects)

(I
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0 fingeu v13n Linengsnin 18 Y (Neonates/Infants/Children, Aged <18)
O #U3 HIV tend (HIV/AIDS)
O nqueuiisaliogluaanudigua 1wy windwdn (nstitutionalized e.g. Orphanage)
O i lisvilsde vundutiay W ¥ (Uiterate Subjects or Minorities e.g. Hilltribes)
] AladsAuday wu TniSeu gndne s (Subordinate e.g. Students, Employees,
Soldiers)
42 | F3nnsildlumssumanadnsidnsunisise (Methods Used to Recruit Subjects)
O lunsfiudeyalaenseaingsun1side (No data obtained directly from human)
] amaqﬂﬂaﬁLLWﬂﬁﬂwuaﬂ (Personal contact at outpatient clinic /inpatient)
O] amaqﬂﬂaﬁumﬂqmauw‘%aﬁ ICU (Personal contact at ER or ICU)
] ﬁm@iauﬂﬂaiusqmm (Personal Contact in community)
O AnsiayuAranItnsdnm nselusuald (Contact via telephone or post)
[] AnUsenAlawal (Advertising e.g. poster, flyers, mass media (website included)
[ Sw] NjauTeY (Other, please specify).......ccouvccecreccicciccicciccccae.
4.3 ﬁ@i"}Lﬁumimzmumwamm@uaau (Person Obtaining Informed Consent)
O lifinsveaudugeu (No Informed Consent Applied)
[ ;ﬁﬁwé’ﬂ/ﬂ%ﬁaiw (Principal/Co-Investigators)
O W wiiide (Research Staff)
O 5u€] n3a132Y (Other, Please Specify)
4.4 | Srnudfunsideiiaemang (Expected Number of Subjects)
4.5 | PeRuraeanaung Andean anuliazan auigliungSunside (Subject
Payment/Incentives)
08 Ol
4.6 | MsvaEmNRANITUIALAU (Compensation for linjury / Lost)

O & nyanseyseasiaen

] 18l

doufi 5 ; AZNTIUNIATIARAAINTaNAAIUANUABASEY (Study Monitoring or DSMB, Data
Safety Monitoring Board)

mE

[ il
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d9uil 6 : AIBNEAITNTUY

a1au LONENS U UN.
Y A3295U
6.1 | wuuiuy (Submission Form) O 4
6.2 | wuurlasuideldussiiusienuias Self-Assessment Form O 4
6.3 | wnanstayamesuiedmivgsunisideuarludugey O 4
6.4 | lassnsidvatuidu (Full Protocolanaszyindumwmesngy O 4
wsolnenle
6.5 | Useagiduvan Principal Investigator’s CV GCP Training O 4
6.6 | wuuaeun/dunival/Juiinteya(Questionnaire/Interview O 4
Form/CRF)
6.7 | wang COl LLasnuafﬁjﬁJ (Conflict of Interest and Funding O a4
Form)
6.8 | auUsyinas (Budget) O q
6.9 |lpssmsideatuge Wunwlng anuenldaisiiu 5 wih O 4
6.10 | AlleR3d8 Investigator Brochure O 4
6.11 | tenaseudAlAsesine I dnusanAnenIIuNITINe NS/ O 1
9191367 nw
6.12 | wnansvisetagitldluismsiuoranaias 1wy enansdoyan O 1
6.13 | lonans/lusysifiaiesiiounmdann oo, O 1
6.14 | lususesuaninisuglulszmaguin (Certificate of Free Sale) [ 1
6.15 | lueysflidueiieglusznitensfinuide O 1
6.16 Iuauﬁa‘%u%%lﬁﬂummﬂ 98. (Drug Approval from Thai FDA) [ 1
6.17 | Tufuses/fiumou/seeunanisfiansanain REC fiau O 1
6.18 | onansinediulugudidansedngd O | 1 corom
daufi 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?

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?
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Issues

Yes

No

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

AVIMBUGITY oo
(e e )
FUPe VA VAR
1A5INITITENUNEEY (REC. NO.) oo [t
nsanddamneavineiuiledesnsfinderunaznssunisaiesssumidelusywd
VNIV VY. cesesessossssssse e esesssssess e i
VUVEAUINTENN oo INTANT oo
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