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08.30-08.00

09.00-10.00

10.00-10.15

10.15-11.15

11.15-12.00

12.00-13.00

13.0¢-15.00

15.00-15.15

15.15-16.00

16.00-16.30

awmziliay

Quality Standard & Ethical Principles in Humen Research
WHIUL S UDINIIIN

Introduction to ICH-GCP

Institutional review board (IRB)/independent ethics committee (IEC)
finfutszmuainsnarniu

Lecture: Inform consent & Workshop: Inform consent
WNIUUSEMUBITIN

Essential documents and document management

Q&A
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09.00-09.45 Data collection and daia management

09.45-10.30 Subject recruitment, subject retentton, and subject compliance
10.30-10.45 ANSUYsEmMuUaImITIN

10.45-12.00 Lecture: Safty reporting

12.00-13.00 #AFUYTEIMUEISNE NI

13.00-13:30 Workshop: Safty seporting

13.30-14.15 Investigational drug handling

14.15-14.30 winulssyuamsing

14.30-15.30 Quality control (QC) and quality assurance (QA) in clinical trial
15.30-16.00 Post-test

16.00-15.30 D&A



DayI:
(8:30 — 16:30

Basic GCP Training Program

Time

Topic Speaker

08:30 — 09:00

Opening & Pre-test

09:00 — 10:00

Quality Standard & Ethical Principles in Human Research
® Definition of research and human research /research involving
human subjects
¢ Quality standard in human tesearch
o Scientific standard; validity and reliability of researches
o Ethical standard: Belmont Report
" Respect for person (autonomy, privacy and confidentiality)
and its implication
» Beneficence and non-maleficence: how to assess risks and
benefits
® Justice and its implication
o Ethical standard; Declaration of Helsinki
# Clinical drug development process: objectives of pre-clinical
studies, pre-marketing clinical trials, post-matketing clinical trials
® Objectives and development of GCP
¢ Related laws and regulations in US, EU and Thailand

10:00 - 10:15

Coffee break

10:15-11:15

Intreduction to ICH GCP

¢ Definition and principles of GCP

¢ Definition of investigator (principal investigator, subinvestigator),
sponsor, sponsor-investigator, contract research organization
(CROY, institute, and regulatory authorities

* Overview responsibilities of investigator

¢ Overview responsibilities of sponsor

11:15 - 12:00

Institutional review board (IRB)/independent ethics
committee (IEC)

» Composition and responsibilities of IRB/IEC

¢ Application for IRB/TEC review and approval

® Review process: exemption, expedited and full review

12:00 - 13:00

Lunch break

13:00 — 15:00
[13:00 — 14:00]

Lecture: Informed consent
* Definttion and objectives of informed consent

¢ Informed consent form/patient information sheet: essential
elements of information and subjects’ comprehension

® (Conduct of informed consent

Wi 1210 4



o Investigaror’s responsibilities
o Documentation
0 Definition of impartial witness and legally acceptable
representative
# Consent renewal
¢ Informed consent in vulnerable subjects

[14:00 — 15:00] Workshop: Informed consent

15:00 — 15:15 Coffee break

15:15 - 16:00 Essential documents and document management
* Protocol:
o Definition of protocol and protocol amendment
o Protocol outlines
o Investigator’s responsibilities and protocol compliance
¢ Investigaror’s brochure and equivalent decument in phasc 4
clinical trial
® Case report form (CRE)
® Source documents and audit trail
® Filing and maintaining essential documents
s e R ERRREoo©©©SHi(SSiSh——————————

16:00 -16:30 Q&A

wih 2 270 4



Day II:
09:00 — 16:30

Basic GCP Training Program

Time

Topic Speaker

09:00 — 09:45

Data collection and data management
® Definition of data quality and data integrity
e Datz collection and data quality control process
o CRF completion guidelines and investigator’s responsibilities
© Document aceess and source data verification (SDV)
o Data entry, data cleaning, and data clarification process
0 Database locked and data analysis

09:45 — 10:30

Subject recruitment, subject retention, and subject compliance
* Subject recruitment process and investigator’s responsibilities

* How to develop and implement recruitment plan

* Randomization and blinding process

Subject compliance and impacts of the non-compliance

L]

® Impacts of subject loss to follow-up and how to retain subjects

10:30 - 10:45

Coffee break

10:45 - 12:00

Lecture: Safety reporting
® Purposes of safety reporting
* Safety report terms: adverse event (AE), adverse drug reaction
(ADR), sevetity & seriousness, expectedness & unexpectedness
¢ Reporting process, timelines, and documentation
o Expedited report
© Non-expedited report
* Responsibilities of investigator/site staff, sponsor, subjects and
IRB/IEC in safety reporting
¢ Data safety monitoring board

12:00 - 13:00

Lunch break

13:00 - 13:30

Workshop: Safety reporting

13:30 - 14:15

Investigational drug handling

e Drug label

¢ Drug transportation

* Drug storage: storage condition and access control
¢ Drug accountability and decumentation

¢ Drug destruction and documentation

N 3 970 4



14:15 - 14:30

Coffee break

14:30 — 15:30

Quality control (QC) and quality assurance {QA) in clinical
trial

* Definition and purposes of QC & QA

® Whart difference between audit & inspections is

® Ovetview of monitor’s responsibilities and monitoring activities
Audit/inspection process and how to respond to /inspection
findings/observations

® Common audit findings/observations

15:30 —-16:00

Post-test

16:00 =16:30

Q&A

i1 4 970 4



Tasemaausn@suiuins
das “malfiamITameadtinfamuuniiua IcH-Gop
S
UMY aninmanusidinels

SEWIETUR 21-22 aNTIAN 2558

®. HANPITUBLANA N

mztegiumsriidemeediinusssanasd vndedne wsaindnw awinedausidh
ar o e & e = o ar ar q ar of w
WA %mmumsﬁnmwﬂ‘luugvéuu fiimnuanniiu tiadlunsfulssAuhaaaiasiin
0 = s 4 = o o vl & Py W W = kg
$lunmiessldTumsduesasdnd enudsasdauszenuduagnduu HYadodianuius:
ASTHUNDINANNISHTITUNNAATUNAA w30 Good Clinical Practice (GCP) Bedaiiu
4 o ] ar r-Y - PN ) o r-9 o
NPIPUBINANAIDUAUNIN A gIA L3 as sMLaz M GURd S unadudiumide
o g T o S o = r =R oy o = oy é
e un dauasdwuumsite meduduny nstiudin wesmsneNURanITIEIAaind e
fimsinlfluneedszme wadeh vl dguawmsdnwdtameediin Temsinmise
ko) o e = e, R . . P
UL LHUMNMIMNEIY§URY a9 Intemnational Conference on Harmoniszation (ICH) 39
F i ar [~ a' o &
Tasunswannusz Thiwauiulimian

Faiu dauSmsmAde aminnseusithnaielgionsiineusy “nrufiansive
yaadtinhaeuuutftaees Ico-cep” dialdnmsdniiunmsdTemeafinveswminedous!
Hwae Thildasiiigumwuandadis 1§ Tasemusuilanasyaisduadiifomemsunnd d
dhumizanufiivustandnlumsiasandnsmnuamnsmensdirasssmalng sutiugli

anuiudgiinsmavuslulassii

ar o
19, mqﬂismﬂ

J T =l > 2 o= a4 = =, DI
w.e thalifiihiiueusy denuienuinlelumshidemendiln wasnsufidon

UWMNMTRENNARUNAR (Good Clinical Practice : GCP)

P v W oy o o o ¥ o d »
vl aldguinsmeusy fanuaseuiiniinslasndedaysfiinumwuaziaials

muvan ICH-GCP

. TEHL1I9INIIAUAUNS

o o
Tuh we-bla IHAUNATIAN WA, LECY

&, #9141 lun1TeLiuNIS

o yipauszguerans E3-102 ema1sdiindn o (E3) sninmaauihnas



&. guadaussne
ANTSHLAEUNANE PUIY <o AU

[43

H <o AU

e

ERE

=

1

. AnEng

o. wauwndUs=3y dyadndguns dunis ginnemaesateiTenguaniy
unnsEEasany uralszmnalng (MedRestNet)

W, WULBNIBIANFNTINTE g5 WTENd NIUMIVIMS LeSameIvenduantiy
wWNEFERIANN urnlszne lng (MedRestNet)

o. Aaiiag Julhy Quality Assurance & Development Manage n3atha3angaaamiu

uwnadansany wialsznalng (MedRestNet)

o). Ik TBUSY

@.0 Msusstng Tuhdamsiifemeediin wezasUfidmunnnnyiemeediiniia
(Good Clinical Practice : GCP)

.o MINBUUNAFBUANNNLINBULEENAINITOUTY WAz Workshop

&. mhsnwitufiezau

Hruamsmiide
o, Yselvmiieaiiaslasu

.0 guinsmausnienuianudhlalumshiTemeedin asmalfiGomuun
yemTsameediin?ie (Good Clinical Practice : GCP) Tunmssuilums3ss

. fiirdmaves Barmumsswiniemsldnddayaifuiteamwuasdadaldamn
wan ICH-GCP

.o tadindnemwlumsmhonidennediniidesdiwemsiuseniearunyifely

i ingdsuiimanliiilsdnimwaaaedsanuinespuaneham U jud



