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4. UWEMUENUAYUNITINY (Research funding)
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5. @n1UNNNIWY

J Single center

J Multiple centers

1 awzludszmalne

8. N1999NLUUN15IY (Research design)
8.1. Usznnvaslasenisise (M shdefiiende)

[ Biomedical / Clinical Research Usnszy
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J Drug trial phase......cccccocceueenee ﬁzlﬁam ..............................................................................................

aounmmstungidey [ Registered drug [ Investigational (new) drug

(WNNTUNZLUIULAT TUTABUUNZLUIULT UI8LDNANSANULN)
[ Medical device trial izq%mﬂ%mﬁa ...................................................................................................

anunmmsdungidon [ Registered device [ Investigational (new) device

(mntunsidound Tusuuunzdeuedesiie visenasiiuaiedle)

[ Vaccine trial phase. ..o izq%a?ﬂ ettt ettt s
ﬁm‘IAﬂWWﬂ’li“ﬁuvaﬁﬁm J Registered vaccine | Investigational (new) vaccine.

J Experimental procedure / intervention SEY.......cocoovre e,

[ Retrospective (chart) review

J Bioequivalence

J Pilot study

[ Case series

(d in vitro / laboratory-based study

Epidemiological Research
[ Surveillance

J Monitoring

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

*syTln /U I MU ProduCt Y oo e
Social research

[ Questionnaire-base research

[ Observational study

d Experimental design

T T S
Behavioral research

[ Questionnaire-base research

(] Observational study
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(] Other research category I‘Uimz‘q ..............................................................................................................

8.2. sUuuuvadlasimsive (M whdeiieado)

8.3.

8.4.

J Experiments DQuasi—experiments J Surveys [ Case studies
[ Naturalistic [ time-series J Longitudinal studies
J Retrospective studies D Prospective studies [ Observation

[ Ex Post Facto Studies

[ Cross-Sectional Studies

[ Other research design TUsnse e

N13AALABNLLYU3IUNT538 (Subject selection and allocation)

8.3.1.NeuaNIARLERNHUN3IUN1TITY (Inclusion criteria)

8.5. fii132ulA5an15398 (Research participants) (M yndeiiiudes)

J Healthy volunteers
[ Patients excluding vulnerable subjects

[ Vulnerable subjects* 52y 1 dindn / gadsldussaiifiane (e1y <18 U

L

AWN1IVIRIANNUNNTBINNANDY / 39lD (mentally disable subjects)

L

AUheveNan v3e veafutaduieviin (ICU)

L

AUaenillsasasa (chronic illness)

4



NA1INUYLAY o

AF-o&-version-la.o
Fuil © WA oo
a a s
[ ndjsdiasss

% = U =
(dsnSeu / dn@nwn

*igin3lasInTIdslunguil MnlzdeavenuBuYaNIINEUNULALYOUSTTY |
guganangla WUsasey

8.6. NMIAHUNMININFLT13UN1TITE0aUR28NINNTTIY

9.  NSTUIUNISIY

10. nszmumnﬁu%’aga (Data collection process)

11. NM153ANA/N15ATIZIANANTSIVY (Outcome measurement / Data Analysis)
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12. 528219811398
MABALATINNG
PGB, e AR TR IO EUIToT> (o WO LADU.eereeeereeeernn, ¥
szezhavinsiudeya
U T VTV KA N AR T VIR Ve, LADU e eereeereernn, U

13. nszurumMslsyyaulidniauniside (Recruitment process)
13.1. @oun

SLUANUNTNIIID U3 TITY

13.2. NTPUIUNNT
13.2.1. fimthildgriuenanainsidrsulasensise (M yadeiieados)
[ snrhlasens3de (Principle investigator)

 §52la59n19348 (Co-investigator)

1 fanelasin13398 (Wu research nurse, ndnw1)
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13.2.2. 85018032 UAUNTTDRNI TP UTATTIUNTITE U NaE LD EA LAz AT LTEDRA199)
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14. n52UUNMSVANNBULaNTHLYT159UN15798 (Informed consent process)

¥

14.1 enansiigadas (M yndeiiiede)
[ wenanstiuasdid139un15398 (Participant information sheet)

1 milsFauansanundusenitnsiunisaslnglasunisuennanuazididla (Informed consent form)

15. oi915019MU385553N15338TuAY (Ethical Consideration) nsanaunnda

15.1 wiaranazanuinluidosnniiun1sideluau

15.3 wang1u daya vsalananseneds

v 1 o v

154  38nsundes anudu viedeyadaudavesidhiunsdde (M vadediivades)
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