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FuN 14 NUENIU 2566

08.30-09.00
09.00-10.30

10.30 - 10.45

10.45- 12.00

12.00-13.00

13.00- 13.45

Register & Opening

01: UMNYBAUINNUIATTIUATA WU
3%’&11’11\3?1513?!17;6 (Introduction Good Clinical
Practice or GCP)Development of Ethical
Principles for Human Research and Good
Clinical Practice (GCP)

— femuagnans 13 Y9909 ICH GCP
(Definition and Principles of ICH GCP)

- ﬁﬁﬂmﬁv‘ﬁ'ﬂugmmmmmgmme
MBIPNEATLAZINATIIUNITUTITUYDS
ms%%ﬂ‘luuuyé (Introduction of scientific and
ethical standard in research involving human)
— STUUNMSIANITAUNNATTANBIITENIS
AdUN (Quality management system in clinical
researches)

w523y Ay ansquns

Coflee break

02: unuwThiinauS uRazeuvesdise
(Responsibilities of investigator)

w523y Aneyansquns

Lunch

03: UnumMnfin WS uRnTeUTR Ui e s
wiedmivayu 1nsin13336 (Responsibilities
of sponsor)

% a

Hnsz3y Anansguns

13.45- 14.45

14.45-15.00

15.00- 15.45

15.45- 16.00

04: UWUW%WﬁWﬁﬂQWU%ﬂﬁﬂ‘H‘GUﬂI@Q
AMZNITUNISIS8TI5UNI5IVe Tuuynd
1523100114 (Responsibilities of Institutional
Review Board (IRB)/Independent Ethics
Committee (IEC)

Cotfee break

05: NTTVIUNIVOAINEUYEN TAL IAT IS
UBANAT Ao IWMTITBYRIe TS
(Informed consent process) Board
(IRB)/Independent Ethics Committee (IEC)
w23y Aneyansgquns

Q&A

a

w23y Aneyansgquns

@ Fui 15 Huenau 2566

08.45-09.00
09.00-09.40

09.40-10.20

10.20 - 10.35

10.35-11.15

Register

06: M3swuANNYasanslun1sIdenis
AAUN (Safety reporting)

w523y Aneyansquns

07: MIIANISNANAMUKINE (Investigational
products)
FMTUMANEIIENARLINIANTARIIN
winlsz 3y Ay ansquns

Collee break

07: P139ANITHAAN BN ITY (Investigational
products)

FMSUMIANEIITINARBINNISARIIN

.53y Ay ansquns

11.15- 12.00

12.00- 13.00

13.00- 14.30

14.30 - 14.45

14.45-15.45

15.45-16.00

08: MsfadeneImaiAsIATINAITINY A5
duasuldernadnsUfifnmuuazegluns
N U%u’é’ UG A (Enhancing subject recruitment,
subject compliance and subject retention)
w923 Agygansquns

Lunch
09: Essential documents in clinical researches
— Tns9519m15390 msud la Insesneansise
(Protocol/Clinical investigation plan, protocol
amendment)
= ﬂ'ﬁaéﬁﬁﬂ (Investigator’s brochure)
= meﬁuw?aswtmuﬂ’fayamiﬁﬂm (Case
report form)
— amsduntiy (Source documents)
— msiafuenas InssnsAnu3se
w53y Ayydndquns
Coffee break

10: M3y Tuiin wagmsuSmisSans
ﬂmmwi’f 830 (Data record and data quality
management) LagnsUnilessauanudy
uazANududuF (Privacy and
confidentiality protection)
sy Ay ansquns

Q&A

U5 AgyyanSauns



