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. Training Program on Guideline of the regulation of Post-
approval Changes to a registered biological product in Egypt.
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Training Program on Guideline of the regulation of Post-approval Changes to a
registered biological product in Egypt
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DAY |
Opening Session Dr. Asmaa Fouad

Introductory session Dr. Hbatallah lbrahim

Updates on procedures and data requirement's for PAC  Dr. Reem Mahmoud

Variation file essential requirements Dr. Amira Gamal

Dr. Amira Gamal
Dr. Rana Maher
Dr. Heba Mohamed

PACs evaluation

Dr. Walaa Ebrahim

Pharmacovigilance Requirements within the framework Dr. Mohamed Sayed

DAY II
Stability considerations and data evaluation for PACs Dr. Doaa Al

Introductory session

Manufacturing Process of different Dr. Marwa Fayez

Common technical evaluation considerations for PACs Dr. Amira El Sayed

Inspection Consideration for PACs Dr. Donia Samir

PACs Evaluation Outcomes Dr. Rana Maher

Impact of PACs on lot release process and decision Dr. Doaa Hassan

DAY Il

Introduction about Reliance practice in PAC &General D Reem Mahmoud

Procedures and data requirements for PAC handling ~ Dr- Reem Mahmoud

through Reliance Track Dr. Amira Gamal

Case Study / open discussion (Q&A) All Trainers
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Dr. Mohamed El Sayed

28/04/2024

29/04/2024

30/04/2024

Q9o W% fhos

Registration

09:30 t010:00

a.m.
1st Session

10:00-11:30

a.m.
2nd Session

11:30-12:30

p.m.
Break

12:30-01:00

p.m.
3rd Session

01:00-02:15
p.m.

4th Session

02:15-03:30
p.m.
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. Training program on Best Practice for Variation of Registered
Medical Devices and New Guideline rules .

. Workshop on registration of imported IVD products.
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Training program for Best Practice for Variation of Registered Medical
Devices and New Guideline rules
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Registration 09:30-10:00 a.m.
Opening speech Dr. Noha Osama 10:00 - 10:30 a.m.
Variation ruIesdc;fVirgegSlstered medical Dr. Marian Hosny 10:30 —=11:00 a.m.
18/04/2023
Updated regulations of MDR Dr. Marian Hosny 11:00 — 11:45 a.m.

Dr. Marian Hosny
Most common mistakes 11:45 — 12:30 p.m.
Dr Marie Emad

Break 12:30—01:00 p.m.

Dr. Marian Hosny
Panel Discussion 18/04/2023  01:00-01:45 p.m.
Dr Marie Emad

Dr. Marian Hosny

Q&A Dr Marie Emad 18/04/2023 01:45-03:30 p.m.
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Workshop on registration of imported IVD products
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Registration

Opening speech Dr. Rania Soliman

Introduction to types & categories of IVD

products
Requirements for Registration of Imported
VD Dr. Heba Ahmed
Development of T.F & How to prepare Key
elements Dr. Sara Emad

Successful submission Vs Common mistakes

Break
Panel Discussion

Dr. Sara Emad
Q&A
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09:30-10:00 a.m.

10:00 - 10:30 a.m.

22/04/2024 10:30-11:30 am.

11:30- 12:30 p.m.

12:30- 01:00 p.m.

01:30-02:30 p.m.
22/04/2024
02:30-03:30 p.m.
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. Workshop on Sampling and implementation of RB-Post
Market Surveillance plan in-field awareness session.
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Workshop on Sampling and implementation of RB-Post Market

Surveillance plan in-field awareness session
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Registration 09:30-10:00 a.m.

What is RB-PMS? 10:00 - 10:30 a.m.

Importance of risk base plan in market

10:30-11:00 a.m.
control Dr. Shereen Hamdy  24/04/2024

Different products type planned for RB-

11:00-12:30 p.m.
PMS plan
Break 12:30-01:00 p.m.

Different recommended storage
- _ 01:00 — 01:45 p.m.
conditions according to product type

Criteria of specific required storage con-  Dr. Shereen Hamdy
24/04/2024 ~ 01:45-02:15 p.m.

dition and its monitoring
RB-PMS sampling methodology 02:15 -02:45 p.m.

Questions and discussions 02:45 —03:30 p.m.
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« Workshop on process of file submission.

o Training program on signal detection and management pro-
cess in pharmacovigilance.

o Workshop on Excellence in searching for the optimum Refer-
ence.

« Webinar on medications use in oncology patients.

« Webinar on Analgesics Use.

10
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Workshop on process of file submission
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Registration 09:30-10:00 a.m.
Opening &Welcome Note Dr. Moaz Masoud 10:00-10:15 a.m.

Submission process & standard Dr. Naglaa Gamal

checklist for Printed / Electronic 10:15-11.15a.m.
files (New) 28/04/2024
Submission process & standard
checklist for Printed / Electronic Dr. Diana Emil 11.15-12:00 p.m.
files ( Variation &Extension)
Break 12:00-12:30 p.m.
Submission process & standard L. .
. L Dr.Mai Said Hassib 12:30 - 01:15 p.m.
checklist for Online files
General Work Instructions Dr.Moaz Masoud 01:15-01.30 p.m.
Dr.Moaz Masoud 28/04/2024

Dr.Naglaa Gamal
Questions 01:30-02:30 p.m.
Dr. Mai Said Hassib

Dr. Diana Emil
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Training program on signal detection and management process in

pharmacovigilance
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DAY |
Registration
Introduction to safety signals Dr. Nourhan Mohsen

Signal management process in regular PV: Per- .
] Dr. Lobna Kilany
spective from EPVC

Break
Signal management best practices Dr. Lobna Kilany
Practical session Dr. Nourhan Mohsen
DAY I
Registration
How to submit a standalone signal notification Dr. Lobna Kilany

(Signal reception flowchart)

MedDRA Basics and Points to Consider for Cod-

. ] Dr. Nourhan Mohsen
ing and Term Selection

Break
Standardized MedDRA Queries in Postmar-

keting Pharmacovigilance Dr. Nourhan Mohsen

Practical session
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22/04/2024

22/04/2024

23/04/2024

23/04/2024

09:30-10:00 a.m.

10:00-11:00 a.m.

11:00-12:00 p.m.

12:00-12:30 p.m.
12:30-2:00 p.m.

02:00-03:30 p.m.

09:30-10:00 a.m.

10:00-11:00 a.m.

11:00-12:00 p.m.

12:00 -12:30 p.m.

12:30-02:30 p.m.

02:30-03:30 p.m.
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Workshop on Excellence in searching for the optimum Reference
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Registration 09:30-10:00 a.m.

Introduction to scientific resources and Dr.Rehab Mehriz
10.00-11:00 a.m.

types
23/04/2024

How to search reference websites 11.30 a.m.-01:00

. Dr.Hoda Nasser

for inserts data and extract p.m.

Break 01:00—01:30 p.m.

How to collate information for non ref- Dr.Heba Hamdy

) 01:30—02:30 p.m.
erence inserts

23/04/2024

Dr.Heba Hamdy
Questions 02:30-03:30 p.m.
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webinar on medications use in oncology patients
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Registration 09:30-10:00 a.m.

Introduction to EDA activities Dr. Abeer Elbeheiry 10:00 -10:30 a.m.

29/04/2024

Management of most common side Dr.Noha Anis
effects related to 10:30-12:30 p.m.
chemotherapy
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Webinar on Analgesics use
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Registration 09:30-10:00 a.m.

Introduction to EDA activities Dr. Abeer Elbeheiry 10:00-10:30 a.m.

18/04/2024

Counseling tips for using NSAID and

pain killers Dr. Eman Zakria 10:30-12:30 p.m.
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Egyptian Drug Authority
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