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5. \lewwidngns
5.1 UNYeILINIENATEIUNSAL iU FIdemneaadingid (Introduction Good
Clinical Practice or GCP)
- fyuuazndnnis 13 99904 ICH GCP (Definition and Principles of ICH GCP)
- Mé’ﬂmiﬁugmmmmmimwwﬁwmmamimw1mgmmqﬁaﬁismmmﬁ%’a
quwé (Introduction of scientific and ethical standard in research involving
human)
~ FTUUNTIANTTAMNNINATTANYIEN19AELN (Quality management system in
clinical researches)

5.2 NTEUIUNTTANBUYRUlAglATUNITUBNNATY NBULTNTINNNTIVEUDIDIEELIAT
(Informed consent process) Board (IRB)/Independent Ethics Committee (IEC)

5.3 UnuymthiiauSuRnveuesEide (Responsibilities of investigator)

5.4 UnummhAinNSURnveUTRINMENTIINTI3E5TTNMTISEluNywdUsE S ann
(Responsibilities of Institutional Review Board (IRB)/Independent Ethics
Committee (IEC)

5.5 Unuymthiiausunreuves/ivesanfurvsefatuayulassnside
(Responsibilities of sponsor)

5.6 NM139AL3BULATITINNITIBENTUNTNAGDUNIIAATN

5.7 MIINNSHARAUIIYY (Investigational products) dMSUNSANEIITENAABINIEATS
ARLN

5.8 NMsAnEeneaaiasidnTIumMTIdy MsduasilvionanadasuiRnuiazegluniside
ﬁ]uémm (Enhancing subject recruitment, subject compliance and subject
retention)

5.9 MsTenuANUasaiylunTidun1epatn (Safety reporting)
msnenunshiliimudermuavesiasims uazmadeavuainlasnside
(Protocol non-compliance, Protocol Deviation/violation)

5.10 Essential documents in clinical research
- TAs94919m539 nMsuAlelasesnen1s3de (Protocol/Clinical investigation plan,
protocol amendment)

- Ale338 (Investigator’s brochure)

- wuuiuisessudeyan1sAny (Case report form)
- 1na1IAUaty (Source documents)

— AIALAULENEATIATINSANYIINY

5.11 maiu Yuiin waznmsuimsdnnisaanindeya (Data record and data quality
management) waznsuntlassnwanudunazanududiusa (Privacy and

confidentiality protection
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AUANISRNBUTY
329 “msUfiRnsdmnendtinia”
Fuil 1-2 \fou Asvnau 1.A.2567 12an 08:30 — 16:00 U,
o %03 907 $u 9 eensisuazURTRNITNAUNSUIMELAA SIS BN IR ANEUR
Fuil 1 oy Remnau w.A.2567

Time Topic Speaker
08:30 — 08:45 | Register
08:45 — 09:00 | opening fl. UN. NA.UIASE AREINT
01: UNYaILUMNIIATFIUMIANTUNTITon9aRTnia ALNYIAAM A3, WY TUNT
09:00 - 10:30 | (1ntroduction Good Clinical Practice or GCP) Development of NIV LRE1013
Ethical Principles for Human Research and Good Clinical Practice
(GCP)
- Genuuaznanns 13 4awa4 ICH GCP (Definition and Principles of
ICH GCP)

- vié'nmsﬁug’mmamm‘sg’mmﬁ%Enmaﬁl‘fl,l,axumigﬂuwm
2385531v8In15338TunYwe (Introduction of scientific and ethical
standard in research involving human)

- FTUUNTINNIAUAINNITANE1IFEN9AGTN (Quality

management system in clinical researches)

10:30 - 10:45 | Break

10:45 - 12:00 | 02: nszUUAITYaANNBUaNlAElATUNTITUBNNETD faudnsauMs | ALfgsin As. Ney.Juns
yv99918188AT (Informed consent process) Board AU LE10125
(IRB)/Independent Ethics Committee (IEC)

12:00 - 13:00 | Lunch

03: UNUWMTNAMNFURAYEUVREIRY (Responsibilities of 5. wey. Syt Tuams
13:00 - 14:00 investigator)

04: UNUIMMNENTIANNTURATIUYDIAMENTIUNITATESTIUNMSIDLTY | . AT, un.yAns lanmlasey
14:00 - 15:00

ugwéﬂsz'vﬁﬂamﬁu (Responsibilities of Institutional Review Board
(IRB)/Independent Ethics Committee (IEC)

15:00 - 15:15 | Break

D
)
D

05: unuwmthAusuRavauvay/ i vananfu vsagatuayy | f. wey A Augussas

15:15 - 16:00 | {a54n15338 (Responsibilities of sponsor)

16:00 -16:15 Q&A
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N 2 1HDU §9IAU W.A.2567
Time Topic Speaker
08:45 - 09:00 Register
09:00 - 10:00 | 06: NFIALAIBNTATITNATIVYAIRTUNIINAGDUNIAALN A1, Wey VTUBUN BULA
10:00 - 10:30 | 07: nM1sAANTSHARAEIIAY (Investigational products) ANUNAA NOIENE
dmsun1sRneidennasawniensaatin
10:30 - 10:45 Break
10:45 - 11:15 | 08: nsAnLenaanaliasidnsiunside mydauasulvionanadins | sa. unalgned eulnyad
UjuRnnauazaglun1sidgauduga (Enhancing subject
recruitment, subject compliance and subject retention)
11:15-12:00 09: MssigauaNNUasanalun1sINenIeAatn (Safety reporting) | #. Wey. v Tayun BuLs
nseumMshivfifnudenmunvadlasenis waznisileuu
21n1AT9N15938 (Protocol non-compliance, Protocol
Deviation/violation)
12:00 - 13:00 Lunch
13:00 - 14:00 | 10: Essential documents in clinical research 3.0.MQNANNNA BUNINT
- TA599191157398 n1suAlala$e519115338 (Protocol/Clinical
investigation plan, protocol amendment)
- AilaAdy (Investigator’s brochure)
- wuuuwIeaTenudayan1sAne (Case report form)
- 1@N&a15AUAUU (Source documents)
- MIANULENATIATINTANYIIVY
14:00-15:00 11: pshiu udin wazmsuinsdanmsannwdaya (Data record | ngy.ARWS UANDIA
and data quality management) wazn1sunlasdnenanuauuay
anuudauda (Privacy and confidentiality protection
15:00 - 15:15 Break
15:15 - 15:45 dau
15:45 -16:00 Q&A
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