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1 afuremudAyLazYauLLs Pharmacovigilance (Good Pharmacovigilance practice)
2 93U18YaULUR Regulatory requirement for Pharmacovigilance of post-market phase
3 93UUBULYA risk-based approach safety monitoring program  liag n15LAIEA protocol uag
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4 eduetumeuniseien RMP (risk management plan )
a. Biologics & Biosimilars (Vaccines)

b. Products with safety concern
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“Good Pharmacovigilance Practice for Pharmaceutical Industry 2022”
Fuft 26-27 waun1Au 2565 ruszuusaulall Zoom webinar

Sufl 26 waun1AY 2565

1380 wadafiussens Ingns
8.30 - 9.00 U. amzilou
9:00-9:10 . na1IReUIU (Welcome Remark) AMUA ALLFYAERS 93
9:10-10:00 w. Overview of pharmacovigilance system 1. Ngy. U8 Ejliimm‘m’m‘@
" Impact & Stakeholder, legislative framework E:»IL‘%IEJTUWiymiLﬂﬁzﬁJﬂﬂﬁﬂJUaaﬂﬁa
®  Global pharmacovigilance environment Fuen

2. 3005 3 atunleR

ANNEYAIENS TN

10:00-12:00 u. Good pharmacovigilance Practice & Panel discussion IA.NEY.NT. iﬁ auuml@ moderator

1. Pharmacovigilance process system & Good governance of | 1.  An. 835003 Eﬁﬁm%mma
Pharma companies U3EW Pfizer (Thailand) ltd

2. Collaborative pharmacovigilance Networking & stakeholders | 2. ng.3ua quiimmmam@

3. Role of healthcare professional in Pharmacovigilance in | 3. anauzion lvein
hospital setting ANBLAEINTIN TW.SIUBUR

4. Pharmacovigilance and hospital quality assurance 4. agUsedaas viumi
Hendunssy sw.5905UR
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Nuusiupunmlsmeuia

h12.00-13.00 lunch
13:00-14.00 . Safety monitoring program (SMP) guideline & implementation (Risk- NEY.A9.519008 JunsUTEAW
based approach) AINUAMENTIUNITOMTUAZE
14:00-16:00 u. | Panel Discussion nn.asledn wsend
" Effectively implementation of new drug safety monitoring AULLNSYAERS 3W1" moderator
program (SMP) 1. an. 8550n3 438RANANG

USEW Pfizer (Thailand) ltd.
2. agfwid3en vastena
thewndynssu sw.gasnsal
3. anauan gIsIuAsiaLl
HELNFUNTIU TWATHNN
4. euwiddy wuna
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5. AAY. 519008 JunsuTEnm
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8.30-9.00 u. amzilou
9:00-10:00 . Safety reporting requirement for medicine & herbal Products ngY. W38 Iﬂﬂzqa
" what - Products & events (serious) AUNNUAMENTIUNITOMITUALEN
" when - timeline
®  how- reporting channels
® where - responsible unit
10:00-12:00 u. Causality Case Assessment 1. gy 38 Qiiimm‘maﬂﬁ
1. Overview assessment 2. Apsngy. dugiie Js3Ta
2. Case investigation AZLNEYANERS 11
3. Case study 3. ag. Sudiun lwefiing
dhewndynssy sn. as1ugiondl
12.00-13.00 Lunch
13:00-16:00 u Causality Case Assessment workshop 1. nggiua Ejiiimmi‘:}’nx‘i‘@
Case 1 2. Apsngy. dugie 3T
Case 2 3. ag. dudiun lesiiing
Case 3 4. ag. Wnsen lnazna
Case 4
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“Good Pharmacovigilance Practice for Pharmaceutical Industry 2022”

Fufi 18-20 evinau 2565 Wruszuusaulall Zoom webinar & on-site workshop

Sudi 18 Bevinau 2565

1287 watefiussany neng

8.30 - 9.00 u. amzidou

9:00-9:10 . naMAouiy (Welcome Remark) ANUR ARuzIdYAans 911

9:10- 12:00 u. Pharmacoepidemiology study in pharmacovigilance work. 1. nLAT. @3en nYigu
1. Study design ANUALIENITUNITOIMTHAZEN
2. Result interpretation 2. anasledn Lmzwﬁ
3. Case study of pharmacovigilance method 3. iﬂ.muy.ﬂig’%‘ ouunlYh

Lunch

13.00 -16.00 u Signal management in Thailand (Thai vigibase) 1. ngy. U8 fj’asmmwnaﬂ
1. Signal detection 2. AnAnen Yszu ey
2. Signal prioritization AUNIUAENTIUNITOMITUALEN
3. Signal evaluation /assessment 3. Ay.ns s Seedsudiun
®  Recommendation of action AnUAMIENITNNITOIATHAZEN

Sufi 19 Bevnau 2565

381 ﬁ?%ﬂﬁUiiﬂqﬂ YN
8.30 - 9.00 1. awmezilou
9:00-10:00 . Overview SMP guidelines & implementation (Risk-based approach) 1. ng. Wn3en Iﬂﬂzqa
2. Ry W@ GITINNATINY
10:00-12:00 u. SMP Protocol development 1. AAY. 515008 JUNUTEAm
1. Protocol development (Patient registry, CEM) 2. Ao @3 LYigu
2. SMP release report 3. anag. lean Lms‘lqﬁ
4. 5A.05.05. 3 aUuAlYA

Lunch
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13:00-16:00 u.

All PV related activities
1. PV Audit preparation
2. PSUR format & Preparation

3. PV tool kits — mobile app. /call centers

UnuUSENen 1
WNuUSENe 2

WnuUSEne 3

N
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381 ﬁ?‘l’fﬁ]ﬁlﬁiﬂqﬂ WYINI
8.30 - 9.00 u. amzideu
9:00- 10.30 u. Risk management framework for medicinal products ney e ’s’ji’ﬁ'ﬁmmmwﬁ
1. Risk detection
2. Risk assessment
3. Risk minimization /control
®  Routine
®  Additional -RMP
4. Risk review
5. Risk communication
10.30-12.00 u. Risk management plan guideline & requirement in Thailand 1. ng. Wn3en Iﬂﬂzqa
1. Guideline 2. AATESYY LI
2. Case study
Lunch
13:00-16:00 u RMP workshop 1. a8 Ej’siimmwﬂﬂﬁ

®  Additional Risk Management Plan -Overview

NeY.AS. @381 LYIFIU
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