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9. | AnsAnuNlglun15I8 (@Iw150a9nlauInnI1mieds)

9.1 Usztanva4lAsen1sive

[ Biomedical / Clinical Research Tusaszy
O Drug trial phase ... SO
aanunmnstunzdouy O Registered drug & Investigational (new) drug
(mnTunsdouuds Wsauuunesfouen vieenansiiuen)
O Medical device trial izq%@m%\‘iﬁ@ ______________________________________________________________________
aomunmnstunzdoy O Registered device & Investigational (new) device
(mnTunsouuds Wsauuunsfoueieddlo vieenasn 1fuiedesile)

O Vaccine trial phase

svyTeiatu
aonunmnstunzdoy O Registered vaccine & Investigational (new)vaccine

O Experimental procedure / intervention sey._____

O Retrospective (chart) review

O Bioequivalence

O Pilot study

O Case series

O In vitro / laboratory-based study

J Epidemiological Research

O surveillance

[ Research using repository of biological products (cells, blood, tissues, fluids, etc.)

*5eyiia/Usinny/3u product Wl

[ Social / Behavioral research

O Questionnaire-base research

[ Other research category lUsase J
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9.2 JUuuuvalAsINIsIvY

J Experimental clinical research
O Randomized-controlled trial
O Quasi-experimental study (manipulation and control only, without randomization)

O Pre-experimental study (manipulation only, without control and randomization)

[ Observation clinical research
O Descriptive study
O Cross-sectional study
O Retrospective (case-control) study
O Prospective (cohort) study

O Case series

[ Basic / in vitro / laboratory-based research

[ Other research design lUsaszy

Y

10. ﬁﬁtﬂlﬂi’amiﬂ‘sx‘lﬂ'\ﬁﬁﬂ (Research participants)

J Healthy volunteers
(] Patients excluding vulnerable subjects

[ vulnerable subjects * 78U

O msnadnidn/gisslivssdfinneg (e1y <18 T) *

O dinmsvseilrnuunnsemisausy/3nla (mentally disable subjects)

O fHheviornidu vionessiuiagtaemn (CU) /iliamsalimnudugeusenuios
O ﬂﬂwﬁﬁi%m’%@%’@ (chronic illness)

O wslinssd

O gy

O s

O dnSewdndne glavsdutaymn

O #foedy wssnusedm Tuunsdionasuiaieslonianmsdse

O U Y T8Y
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J11.3 nsdllasensideiidesdnisiivdeyalaenszuiunisi ldgnansiesnig (noninvasive

a wa

procedure) NUURDuUnAluNsauasnuUae laadashifinsldussiuanuidndamsesueuy

naU wazhitne999 U Xoray %39 microwaves #NiN15huLASaailaunng azdauiuniosilon

lasuaygalildialuuda nmsiiudeyalaenszuiunisilidinisgnansianie (noninvasive

'
a a va

procedure) MR TuUnAluNsguasnwte laun

O dabwiin Yadauas Yaanuduladin fagumndsnne Tasnsinadusesiala 1
dn31NInIela

O sensor ifnmuRavts 1wy nMyiavsinaeendiauainlatsin

O msnageunietaseaun1ssuduia (1 visual acuity, audiometry, algometry,
smell test)

O Magnetic Resonance Imaging (MRI)

O Electrocardiography, electroencephalography, thermography, detection of naturally
occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging,
Doppler blood flow iag echocardiography

O Moderate exercise, muscle strength testing, N15U¥2L4 U body composition wag

flexibility test Mvsngauivety Unin uargunInvesolaaling

114 Buns@nuilddoyannnyssidew wnans/ Juiin/ @y armedeulny/ amene/
AN visedsdansadegniiuliitetngUszasidunlilinwdde Wy msguasnuunivie

msnNdadelsanuunid) wazldldnsfneiiieadesiu Post marketing
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11.4.2 szytoyanavianldlun1side (9 ina 81y KaN1IATIAINGITINGFULLD Nan1s
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13.
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13.2 FFlun1sidhdsnguenanadiasidesnisiiidniaulasens (e5u1gnseuaun 15109z gn
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