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Taiwan Clinical Research Association
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Monitoring Hands-on Workshop

SEEYEKRITRHE (TCRA)

2021 F10H 8 HEL)R LORENFS5H4

DR EE L 0T 101 88 (BdEmAa TR 101 5% 4 18)

L EREFRRCHREDZELEES - %<& Workshop /NVHES
: BEE7E Monitoring B2 Case Sharing & Discussion
BEERZ

#FA T B Monitoring (on site & remote) RIEERE - H T R UAIES
Monitoring Report / Follow-up Letter - @2 = Audit / Inspection
Common Findings - @A REIZF Monitoring ManE B35 - Monitoring
Skill K |

36 & - BREE/AEZ PM - CRA (CRA A site monitoring #£5%)
—EBIRAKIRS - https.//www.tcra-org.tw/activity/agree

9H 22 HGBE=) M+ 18 & L2 (5w L)
REETNER - WBARHLFR NIFIE
REBRWERE  ERETA 3,200 7T - ERNA TCRA
MEBEBREBARR  ABREIARTHES - SHEHRZEFE]
EFWEEHEERAARBETHEL - AHEMAR -
ERHMAER2 107 HEA 10 B 8 HPFEEKMBANKERE ZRE - &
BIRIRHA -

BEIER  UEXAREBRENEZBEIRIE -
THINRRRELENRNREHARERRAEIRENRE  BRTFEFESES  H
14 0\ - EREESHEE -

THMEBENRBRRBEERERZ BEIEEE BEEN , EAEUKRES
B - THWENSHERER  RPTLERL -

BB - TWEMNERBEEREPOLNRENEZR EANER - WS
BRI 1 RN ER AN -

AR -
i%mﬁ'%%°

r% mE>

allle

_I_


https://www.tcra-org.tw/activity/agree

'i'c-Q§\ AREYERTERS

Taiwan Clinical Research Association

[ Agenda]
07 OCT 2021 (Thursday)
Time Topic Speaker
08:30-09:00 Registration
09:00-09:10 Opening Keris Huang
1) Preparation of Monitoring (I) (Case Study)
- GCP Definition
_ . - ALCOA-C Principles .
09:10-10:50 _SDV Strategy Keris Huang
- What Should You Do Before Going to Site? (On-site vs. Remote)
- Site Communication (Good & Bad examples)
10:50-11:05 Break
2) During the Monitoring
11:05-12:05 - Informed Consent Process Tinny Hsiao
- Inclusion/Exclusion Criteria
12:05-13:05 Lunch
3) During the Monitoring
) ) - IMP Management .
13:05-15:05 _ Safety Reporting Vivian Cheng
- Lab Report
15:05-15:20 Break
4) During the Monitoring (Case Study)
- Informed Consent Tinny Hsiao
15:20-16:40 - IMP Issue Handling Vivian Cheng
- SAE Reporting Scenario
) Tinny Hsiao
16:40-17:00 Wrap-up /House Keeping
Tina Sun
17:00 Group Photo
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08 OCT 2021 (Friday)
Time Topic Speaker
08:30-09:00 Registration
09:00-09:05 Opening Tina Sun
09:05-09:20 Quiz Time (for first day workshop wrap-up) Tina Sun
1) Preparation of Monitoring (I1)
09:20-10:00 - Introduction of Risk Based Monitoring (RBM) Ally Fang
- Real Experience Sharing
2) After the Monitoring
) ) - Monitoring Report Writing
10:00-10:50 - Site Communication Ally Fang
- Visit Follow up
10:50-11:05 Break
_ _ 3) After the Monitoring (Case Study)
11:05-12:05 _ MV Report Writing Ally Fang
12:05-13:05 Lunch
13:05-14:05 4) MVR Exercise All
14:05-14:20 Break
14:20-15:30 5) Audit /Inspection Common Error Mandy Liu
15:30-16:00 | Wrap-up/Closing/Final Quiz Time Tina Sun
16:00-16:15 Award & Group Photo All
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(FEEMEF 48 ]
1. Keris Huang / Clinical Research Director, Global Clinical Trial Operations,
MSD Taiwan & Hong Kong
2. Tina Sun / Trial Monitoring Country Head, Trial Monitoring/Global Drug Development,
Novartis
3. Tinny Hsiao / Global Training Specialist, Clinical Operations, R&D, Abbvie
4. Vivian Cheng / Director of Strategic Solutions Division, Asia Pacific, PRA
5. Ally Fang / Training Manager, Novartis
6. Mandy Liu / QA Auditor, Bioresearch Quality & Compliance, Janssen
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