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o Training program on Individual Case Safety Reports (ICSRs)/ADRs Reporting.
o Training program on the Risk Management plan

o Training program on Periodic Benefit Risk Evaluation Reports (PBRERsS).

o Training program on Emerging Safety Issues (ESI).

o Training Program on Signal Management Process, coding with MedDRA and
safety data analysis (1/3).

o Training Program on pharmacovigilance Audit / PV Inspection process and Qual-
ity management system.

e Training Program on Pharmacovigilance Master file (PSMF) and PSSF.
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"Qualifying Responsible Person for Pharmacovigilance"

Training program on Individual Case Safety Reports (ICSRs)/ ADRs Reporting
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DAY I

Different types of ADRs & reporting Dr. Reem Tarek

Medical aspects of adverse drug reactions

Registration

including ideal processing of ICSRs 27/08/2024
. " . Dr. Reem Tarek 09:30-10:00 a.m.
Case narrative writing for ICSRs and causality
assessment A
DAY I
: 10:00-12:00 p.m.
MedDRA coding Dr. Medhat Abdelhakam
completeness score, and data entry 28/08/2024 Break
Dr. Medhat Abdelhakam
Workshop and application 12:00-12:30 p.m
DAY Il
2nd Session
Vaccinovigilance Dr. Reem Tarek
- 12:30-03:00 p.m.
Cosmetovigilance 29/08/2024
Dr. Reem Tarek
ICSRs submission technical requirements
including completeness score
Alm's 9 [f] .
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"Qualifying Responsible Person for Pharmacovigilance"

Training Program on the Risk Management plan
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DAY |

Pharmacovigilance Introduction Dr. Walaa lbrahim Registration
PV main documents 09:30-10:00 a.m.
1st Session
National pharmacovigilance regulations including different ministerial Dr. Marina Medhat 10/09/2024

decree with PV requirements 10:00-01:00 p.m.

.. Break
RMP submission contexts

01:00-01:30 p.m.

Cont. RMP submission contexts Dr. Sylvia Amgad
2nd Session
DAY Il
01:30-03:00 p.m.
Risk benefit assessment in Pharmacovigilance 3rd Session
01:30-02:00 p.m.
Risk Management Plan for medicinal products including national display 4th Session

Dr. Sara Mohamed
0200-03:00 p.m.

Routine Vs. additional PV activities and additional RMMs 11/09/2024

Except Day 1
Examples Routine Vs. additional PV activities and additional RMMs
1st Session
Format of RMP—Format of Egyptian Display
Dr. Sara Mohamed 10:30-01:00 p.m.
How to prepare RMP
2nd Session
DAY Il
01:30-02:00 p.m..
Risk Management Plane (RMP) for biological products including national 3rd Session
display. “Guidelines and Regulations” Dr. Mohamed Sayed

ini i 12/09/2024 0200-03:00 p.m.
Addendum to Clinical Overview (ACO)

Cont. Addendum to Clinical Overview (ACO) Dr. Mohamed Sayed
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"Qualifying Responsible Person for Pharmacovigilance"

Training Program on the Periodic Benefit Risk Evaluation Reports (PBRERS)
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DAY |
Registration
Introduction to Ph igil Dr. Walaa Ibrahi
ntroduction to Pharmacovigilance r. Walaa Ibrahim 09:30-10:00 a.m.
Introduction on Routine PBRER including definitions, abbreviations, principles & 1st Session

. Dr. Marina Mouris
objectives

24/09/2024  10:00-11:30 p.m.
PBRER submission timelines based on dates stated in the most updated EURD list

and EDA PSUR supplementary list 2nd Session
Dr. Marina Mouris
Template of PBRER document (20 sections) as per Egyptian GVP guidelines (Part 1) 11:30-01:00 p.m.

Break
DAY Il

Template of PBRER document (20 sections) as per Egyptian GVP guidelines (Cont’d 01:00-01:30 p.m.

Part Il 3rd Session
Dr. Amira Hatem
Template of PBRER document (20 sections) as per Egyptian GVP guidelines (Cont’d 01:30-02:00 p.m.
Part 1l
) 25/09/2024  4th Session

Hands on training on PBRER (practical example on PBRER document) 0200-03:00 p.m-

Dr. Amira Hatem Except Day 1

Hands on training on PBRER (practical example on PBRER document) (cont’d)
Introduction
DAY il
10:30-11:00 a.m.
Differences between ACO & Routine PBRER documents—Routine RMP and when it’s

DR. Marina Mouris 1st Session
needed to be submitted in context of post marketing

11:00-01:00 p.m.
PASS definition, When PASS is required and Different types of PASS studies Dr. Rania Kamel
26/09/2024 2nd Session

Active Surveillance 01:30-02:00 p.m.

Dr. Rania Kamel
Hands on training on studies (ex. PASS & active surveillance) 3rd Session
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"Qualifying Responsible Person for Pharmacovigilance"

Training Program on Emerging safety issues ESI / Reference regulatory Authorities and Litera-
ture search
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DAY I

Registration

Definition Of Emerging Safety Issues (ESI) 09:30-10:00
:50-10: a.m.

Examples of ESI

DR. Amina El Ashry = 22-10-2024 1st Session
Reference Regulatory Authorities safety screening process 10:00-11:00 a.m.
impacting ESI detection
2nd Session
DAY II
11:00-01:00 p.m.
ESI timeline and requirements DR. Amina El Ashry Break
01:00-01:30 p.m.
Risk communication including DHPC and cases of DHPC
o DR. Nayra El Shafey 23-10-2024 3rd Session
distribution
01:30-03:00 p.m.
Regulatory actions taken for safety Reasons DR. Nayra El Shafey Except Day 1
Introduction
DAY I
10:30-11:00 a.m.
DR. Amina El Ashry
Demonstration of ESI 1st Session
DR. Nayra El Shafey
24-10-2024 10:00-01:00 p.m.

DR. Shrouk Mo-
hamed

Pharmacovigilance Compliance and follow up 2nd Session
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"Qualifying Responsible Person for Pharmacovigilance"

Training Program on Signal Management Process, coding with MedDRA and safety
data analysis (1/3).
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DAY |
Introduction to safety signals

Signal Management Process : Perspectives from Authority including
Dr: Asmaa Salah

Signal detection, prioritization, validation, and Signal assessment

27-10-2024
(Bradford- Hill criteria and case serious causality assessment ) Registration
Practical session: Examples of different types of signals (national/global i
examples) DR. Lobna Kilany 09:30-10:00 a.m.
DAY II 1st Session
-Data Mining and Biostatistics: important statistical measures in screening 10:00-01:00
:00-01: .m.
of large databases. P
Evidence-based —medicine, how to conduct literature search where it Break
impacts the signal process.
01:00-01:30 p.m.
MedDRA basics including: DR. Lobna Kilany
2nd Session
e  Definition and background 28-10-2024
e  MedDRA applications and scope 01:30-03:00 p.m.
. 3rd Session
o  MedDRA characteristics
Coding with MedDRA 01:30-03:00 p.m.
DR. Lobna Kilany
Workshop and Practical Session: MedDRA users
DAY Il
Safety data analysis and how to build queries
DR. Lobna Kilany
Standardized MedDRA queries (SMQ) 29-10-2024
Practical session: Let's cod together DR. Lobna Kilany
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Training Program on pharmacovigilance Inspection process / PV Audit and
Quality management system (QMS)
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DAY |
Registration
Pharmacovigilance quality management system
DR. Doaa Mo- 09:30-10:00 a.m.
Continuing ph igil li . 19/11/2024
g pharmacovigilance quality management system (record hamed Soliman

management, Documentation of the quality system,..) 1st Session

DAY Il 10:00-12:00 a.m.

Break

Pharmacovigilance audit and its objective.

) 12:00-12:30 p.m.
DR.AyaAttia  20/11/2024

Pharmacovigilance Inspection program process and its objective. 2nd Session

12:30-03:00 p.m.
DAY Il
Except Day 3

1st Session

Continuing Inspection program process including conduction process, and

. 10:00-11:00 a.m.
on site requests.

2nd Session

DR. Aya Attia 21/11/2024 11:00-12:30 p.m.
PV compliance along with response to findings and CAPA

Break

. . . . 12:30-01:00 p.m.
Workshop (Hands on training on inspection observations and CAPAs)

3rd Session
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"Qualifying Responsible Person for Pharmacovigilance"

Training Program on Pharmacovigilance Master file (PSMF) and PSSF.
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DAY I

Registration
- Introduction to Pharmacovigilance & Pharmacovigilance System DR. Doaa Mohamed

Master File (PSMF) overview Soliman 09:30-10:00 a.m.
Pharmacovigilance System Master File (PSMF) sections and annex- 10/11/2024 1st Session
es DR. Shaimaa Mohamed

10:00-10:30 a.m.
Sub-system files (PSSF) sections and annexes

2nd Session
DAY Il
PV SOPs 10:30-12:00 p.m.
DR. Shaimaa Mohamed 11/11/2024 Break
PV agreements along with its requirements fulfilment rea
DAY Il 12:00-12:30 p.m.
3rd Session

12:30-03:00 p.m.
PV awareness and refreshment training p-m

Except Day 2
DR. Shaimaa Mohamed

1st Session
12/11/2024
Key performance indicator (KPIs)
DR. Mariam Gamal 10:00-12:00 a.m.
PSMF reception notes
2nd Session
Workshop (Hands on training on PSMF) 12:30-03:00 p.m.
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