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d2ufl 3: 1a59n157498 (Research protocol)

3.1

5UWUUN5398 (Research Design) (Hanlaviatede)

[JBasic science research[]Descriptive/qualitativel 1Survey
[]Case-controllJLaboratory experiment [IDiagnostic test
[1Applied research [JR/DLIClinical trial
[IBioequivalent[JCohort[]Other (specify)

3.2

s / widesile l4lun1538y (Methods involved the followines) (Fenldvatede)

Questionnaire/interview/diary [] Specimen/sample collection
Records/document extraction[lIn vitro diagnostic devices

In vivo diagnostic devicesl ] Medical devices
DrugslIBehavioural/psychological intervention

Embryonic stem cell/genetic material[] Radiation/isotope

Tissue/organ transplantl] Procedures/operation
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protocol been reviewed by another ethics committee prior to this submission?)
[] Yes[] No
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according to clinical trial registration?
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dauil 4: gFun133deuazmITuidniaunsIY (Subjects and recruitment)

4.1 Imqﬂwﬁﬁfﬂﬁj%’uﬁ%’umﬁﬁaGiaiﬂﬁfm%hi @onlauinndn 1 98 (Does this protocol include the
following subjects?, tick all that apply)
O lufinsiiudeyalaenssaingsun1side (No data obtained directly from human)
[ 1inlnw (Prisoners)
0 an3snsss (Pregnant women)
O Uienedn (Mentally ill subjects)
O JUheunds vserUessaginguas®in (Cancer or terminally ill subjects)
0 \iinseu msn 1ine1gsnin 18 U (Neonates/infants/children, aged <18)
O gUe HViead (HIV/AIDS)
O ﬂfjuﬂuﬁﬁmiﬁagﬂuamuﬁaua WU LAnAIm3T (Institutionalized e.g. orphanage)
O flaiswilede wundutes wu 41321 (illiterate subjects or Minorities e.g. hilltribes)
O fladefudayy wu dnisew gnane ms (Subordinate e.g. students, employees, soldiers)
4.2 | 33nsildlunissuonaadansdnsunisisy (Methods used to recruit subjects)
O lufinsiiudeyalaenssaingsun1side (No data obtained directly from human)
O amﬁiaqﬂﬂaﬁumuﬂﬁﬂwuaﬂ (Personal contact at outpatient clinic /inpatient)
[ amﬁiaqﬂﬂaﬁumuﬂgmauw%aﬁ' ICU (Personal contact at ER or ICU)
O #nsieypmaluyuyy (Personal contact in community)
O Ansiaypnanslnsfn vseluswild (Contact via telephone or post)
[0 fiausznialawan (Advertising e.g. poster, flyers, mass media (website included)
O] %J"Iu‘] N3aUN52Y (Other, Specify)......ccrriinecciscecceneas
4.3 ;:J:GT’]LﬁuﬂWiﬂizmumiﬂam’m@uﬁam (Person obtaining informed consent)
O lusinsweauduges (No informed consent applied)
O e3deman/g39u99u (Principal/Co-Investigators)
O @mihiidde (Research staff)
0 Buq NFAUNTEY (OTher,SPeCIfY) oo
4.4 ﬁi’m’m;ﬁumﬁé’aﬁmwma (Expected number of SUbJects) ........coo.ccoorrevecerreennenn. AU
4.5 | eRuIAEAFuNI Andeia andlilazain ldauieliungSun1side(Subject
payment/incentives)
O 400k
4.6 | NMSTALTEMIAAANISUIALEU (Compensation for injury / lost)
4 O gl
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dauil 5 :aznssuN1sAsIIRnmudeyaduauUaBniy (Study monitoring or DSMB, Data Safety
Monitoring Board)Jil [J13d
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lonasiiu i Eﬁ? s
¥a |
6.1 | wuudu (Submission form) a4
6.2 | wuuresurIdsliusziliumenuies (Self-Assessment Form) 4
6.3 | wnarsteyaresutedmiudsumsideuayiudugey 4
6.4 | lasesnsidwatuiiiu (Full Protocol) 4
65 | lassnsideatuge Wunwilne anuenilinasiiu 5 wih 4
6.6 | wuugaunnw/duntual/JufinteyalQuestionnaire/Interview form/CRF) 4
6.7 ey COl LLaziwazLSam@u‘iﬁa (Conflict of interest and funding form) 4
68 | UseiRgidendn Lonansmssuseamsiineusiifniuaiesssumsidely 4

uywd uag GCP  ( Principal investigator’s CV /GCP training

6.9 | nilsdevesygnlivayavemisnuitonside

| Va v

6.10 | Ailagideinvestigator brochure /UNUMNTNTRIIEIBYAAR

6.11 | oNanIaRliRlATIINgIINUEIINANENTIUNTINITNUS,01158M WS | 1

6.12 | lonansviotaniililuisnssueranaas wWuenatsteya-usuiv Tuua 1
wuutheusendusiug

6.13 | wonas/luesiAieiesilownmedann oe. 1

6.14 | TuSuseauanansvierndn(Certificate of Free Sale) 1

6.15 | luewsi@lvidueniiegluseninmsAnuise 1

6.16 Tuayﬁa%umlﬁﬂummﬂ 9¢.(Drug approval from Thai 1
FDA)

6.17 | luuses/Adfiurou/s1891uNan1sRANTNIRIN REC 7du 1

6.18 | tonanstsiulugudidalnsiind 1CD
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