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1.3 | arfuayunis3de (Sponsor/Source of funding) lUsnsey
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L1 BDATU s L] DU
1.4 | Mifnadedatuayun153dy (Sponsor contact phone/fax (Thailand)
TNTENT e WHAD e S L1 O
1.5 | lasansideduineriinus (Thesis / Dissertation / Board/Subboard) [ Yes (] No
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daun 2: %’agamaﬂ NFUILUULINEANS 6.4 (Investigator, attach doc 6.4)
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2.1 | ¥egidenan (Name of principal investigator)

2.2 | 9@in1sAne / @1v1AuEed (Degree/specialty)

2.3 | dsianaeanu (Institutional affiliation)

2.4 | MsAnsiagIde (Investigator contact phone/fax (Thailand)
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d2uf 3: 1A59n157398 (Research protocol)

3.1 | 3UWUUN"5I38 (Research Design) (Henlavatede)
[J Basic science research L] Descriptive/qualitative [ Survey
[ ] Case-control [] Laboratory experiment [] Diagnostic test
[J Applied research [1R/D ] Clinical trial
[J Bioequivalent [J Cohort L] Other (specify)
3.2 | 33013 / wesdlo Aldlun15398 (Methods involved the followings) (Fanldnateda)
L] Questionnaire/interview/diary [] Specimen/sample collection
[] Records/document extraction L] In vitro diagnostic devices
L] In vivo diagnostic devices [] Medical devices
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L] Embryonic stem cell/genetic material [] Radiation/isotope
[] Tissue/organ transplant [ ] Procedures/operation
L1 Other (SPeCify)...coveereerrerierrerrenean.
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O sgauuund vaeuns / vaneaud (International multi-site/multi-center)
3.5 | Tasmsifeilafunmsisamumulaganenssunsesesssuiisuneuduiidviels (Has this
protocol been reviewed by another ethics committee prior to this submission?)
L] Yes L] No
3.6 | Tassmsiseildanmutounmsviidomenatnudivielsl (Has this protocol been registered

according  to clinical trial registration?
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[] No
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Tssmsiteifugsunsitesoluiivielal Benldunnndn 1 4 (Does this protocol include the
following subjects?, tick all that apply)

O luidinsinudeyalaenssaingsun1side (No data obtained directly from hurnan)

1nlnwy (Prisoners)

an3enssst (Pregnant women)

AUIEN193m (Mentally il subjects)

AUaeuzi5 viserUeszeevineveadin (Cancer or terminally ill subjects)

AnNBau M15n Lﬁﬂmqéﬁmﬁ 18 U (Neonates/infants/children, aged <18)

AU38 HIV 1and (HIV/AIDS)

nauaufidaliogluaauiigua 1wy Windmdn (nstitutionalized e.g. orphanage)
dlaisvidade yundutios wu 411 (illiterate subjects or Minorities e.g. hilltribes)
ﬁ;ﬂéfﬁ}dﬁuﬁ@%’] RPRGICE) Qﬂ?cm %119 (Subordinate e.g. students, employees, soldiers)
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nsulglunssueanainsiinsun1s3de (Methods used to recruit subjects)
Lifinsiiudeyalaenseand3un1s3de (No data obtained directly from human)
aﬂﬁiaQﬂﬂaﬁLLNuﬂﬁﬂ’muaﬂ (Personal contact at outpatient clinic /inpatient)

'
| a

AnsisuAnaiLNUNANIAUNTeTN ICU (Personal contact at ER or ICU)

Ansisyanaluyau (Personal contact in community)
aﬂﬁiaQﬂﬂamﬂI‘mﬁWﬁ WaolUswild (Contact via telephone or post)
AnUsenialawal (Advertising e.g. poster, flyers, mass media (website included)

’314‘] N3841352Y (Other, SPecify).......cccoorvirriicreiccccccenes

OO00ddoao

4.3

1HUNITNTLUIUNTTVRANNBULBY (Person obtaining informed consent)
lafinsveanuduesu (No informed consent applied)
HIEMAN/{33839 (Principal/Co-Investigators)

Y da o

W398 (Research staff) 0 5‘146] N3auNTEY (Other,specify) ..o,

00 O

4.4

UINETUNTIAETAAYINY (Expected number of subjects)

4.5

eRurAEAAuNIg Andena anuliazadn laugliungSun1side(Subject
payment/incentives)
O & 1 13idd

4.6

AMSYALINLAANISUIALTY (Compensation for injury / lost)
O laid [0 8 AFOITEUTRZIBY oo

201




AF 01-10

Tl

NITNITINEITIUEHY

FONUILNUINY TNV TUIIVIUTITIVYS

LUUEUYDSUNITNAITUIRIUSITUNI5IAY (Submission form for Ethical Review)

d9Ull 5 : ANZNTIANITATIIAAAINTIYARIUAMNUABANY (Study monitoring or DSMB, Data Safety

Monitoring Board)

WY O ldl
daudl 6
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6.1 | wuudu (Submission form) O a4
6.2 | wuuesufddeldusudiudenues (Self-Assessment Form) [ 4
63 | enansteyarmasuiedmiugiumsideuasluduge O 4
6.4 | Tassmsiduatuidu (Full Protocol) o1aszyindu O 4
Mwdange wislnenla
6.5 | UsRiIduman Principal investigator’s CV GCP training [
6.6 | wuugaunw/dunteal/duiindeya O
(Questionnaire/Interview form/CRF)
6.7 weang COl LLaSVJuaﬁajﬁJ (Conflict of interest and funding form) O 4
6.8 | suUszann (Budget) O q
69 | lassmyidvatuge Wunwilne anuemnldmsidu 5 wih O 4
6.10 | AlleR3dy Investigator brochure O i
6.11 | oNansaudRlATITIINYIINUSIINAULNTIUNNS O 1
Anenanus/enanssiuinm
6.12 | onansvisefanildluisnmssueraaing wuenansteyan [ 1
6.13 | wnas/lueuiAedesiiounndan oe. O 1
6.14 | lufusesansmsuglulseinaguan O 1
(Certificate of Free Sale)
6.15 | luoud@lduendiegluseninemsdnuise O 1
6.16 | leyiRdunsdous1an ov. O 1
(Drug approval from Thai FDA)
6.17 | lususev/idiuveu/senunanisfiarsanain REC 7iau O 1
6.18 | tonanstwiulugudidalnsiind O | 1corom
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