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What is Pharmacovigilance?

the science and activities relating to the detection, assessment, understanding
and prevention of adverse effects or any other medicine related-problems

Essentially Pharmacovigilance is about the safety and safe use of medicines.

Post -marketing
Surveillance

Drug Safety




C. fyposc

BACKGROUND INFORMATION

= Oman Location: in southeastern Arabian Peninsula
= Area: 309,500 square kilometres (approximately 120,000 square miles)
= Administratively divided into 11 Governorates and 63 Wilayat

= Population (As on 6/Apr/2024):5,171,369 = 56.91% Omani + 43.09% Expat

Health
Manpower

MOH Health

. Pharm
Institutions afiha

* 50 Hospitals * 722 Pharma ST
® entists:
| i Comp * Pharmacists: 3314
Health Centers . 39Q9 . Nurses: 21268
* 192 Health Registered

Centers Products
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PV JOURNEY IN OMAN

A

1993

The start (
IC)

1994

1 st
Circular
for HCP

to report
ADR

1995

Full
Member
with
WHO
PIDM

ent of PV
Department

2016

Oman
hosted the
WHO

3 9th
Annual
Meeting
for
National
PV
Centers

A

2017

1. Online
PV
submission
S

2. GPV
guideline
3. ADR
Reporting
Guideline
for HCP

2019

Director
DPV&DI
became a
WHO
Temporary
Advisor for
GBT
(Vigilance
function

A

2021

Oman
hosted the
220th
ISOP
Annual
PV
meeting

2022

1. Director
of PV
became a
member of
the WHO
Advisory
Committee
for Safety
of
Pharmaceut
1cal
Products
(ACSOMP)

 SH of PV
medicines
became a
member
of the
WHO
Internatio
nal Expert

2024 Director
of PV re-
elected for
ACSOMP



PV STRUCTURE
IN OMAN

PV Center (DPV&DI)

Regional PV Centers (40)

PV Sub-Regional PV Centers (250)
MAHSs/ PCs & Patients

National PV Technical Committee
(NPVTC)
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PV ACTIVITIES

= Pre-Registration
= Post-Registration
= Routine Activities

= Communication and
Information Sharing

= [nternational Activites




Pre-Registration activities include
eCTD ( 1.6 PV:PSMF & RMP)

Post-Registration activities include
PSUR/ PBRER & RMP, Assessment CA,
ADR Management and Signal
Management

Routine activities include Approval of
ED, DHPC, PV Inspections, Recall

Communication and Information
' sharing ( DSU, Annual PV Reports

International Activities
WHO GBT Assessor ( Vigilance Function)
Member of the WHO ACSoMP Committee




VigiTools & vigiMethods



VigiTools

VigiFlow
eforms




VigiFlow

2 Hussain Al Ramimmy ~

VigiFlow - DGPADC

Report list New ICS Delegate to organisation v || Status of report: Open « || I Delete || & Send copy || & PDF/Excel/XML v+ m

e

Report information (1
Patient

Report title Report type Worldwide unique id Safety report id

Case narrative and other information v

Medical and past drug history

Initial received date @ Date of report @ Received from Other report id @
Reaction - :
2 April v | 2024 h hd Report id Source
Drug Latest received date @ Does this case fulfil the local criteria for an Add

Tests and procedures

Assessment

23 | April v | 2024

[C] Parent Child report

expedited report?
() Yes (C) Mo| Clear

Sender information Link report MNotes Literature report Study information Documents

Initial reporter information

Initial reporter information L .

Owerview 0

Select from address book

Reporter qualification Title @ Primary @
w
Given name @ Family name @
Department @ Organisation @ Country of reporter
Oman

Street address @

Citw @ Nistrict @



Mobile VigiFlow

DSC ADR Repo... DSC AEFI Repo...




T s igitow-erorms. who-ume org/orm o
C @ypose
User of the medicine
Reporting area
Initials
Sex
Male Female Unknown
Weight
kg
Date of birth
v

Complete Date of birth o Age myst pe entered

Age at time of reaction

v

Country where the reaction started

Oman

Drug Safety Center - elgal dellw jSyo

This is important if the environment has been a trigger for the reaction/symptom

Terms and conditions

Change language

Powered by VigiFlow eForms

Flow

5 VGO -ETOrmS Who-ume.org/ o/ o iac

7= DSC AEFI Reporting eform

AEFl reporting id number

Reporting area

Date patient notified event to health system

Date of report

23

April 2024

Patient

Initials

Given name

Outcome

Past medical history

Drug Safety Center - alaaJl &elas 55,a

& A T G m

Powered by VigiFlow eForms

J




VigiAcess

O [ﬁ hﬁps:,//WWW.VigiaCCGSS.Org Vigi Access @g‘;ﬂ%’gﬁg: Frequently Asked Questions
101 @) World Health Erocuesiiy Asked Gles Geographical distribution Patient sex distribution
V|g| Access u Organization requently Asked Questions
18 Chat B Table G Chat B Table

Africa
. S o bl )
Note: Result is presented for the active ingredient, often including more than one brand name _ Femal
Americas
Europe:
Qceania Male
k ; 20000 40000 60000 80000
V|g| Access Frequently Asked Questions
Age group distribution ADR reports per year
1 Chart B Table 1 Chart B Table

Paracetamol contains the active ingredient Paracetamol
There are 210257 reports with this active ingredient

0-27 days

1- 23 months

21 years

12-17 years

18- 44 years

8
=

Reported potential side effects

45 - 64 years
. i 65-74 years‘ 2010_
Blood and lymphatic system disorders (1%, 4582 ADRs) oo —
Cardiac disorders (2%, 5890 ADRs) s 2005.=
. e . o Unknown 2004
Congenital, familial and genetic disorders (0%, 526 ADRs) \’ — — Nl )

Ear and labyrinth disorders (0%, 1156 ADRs)
Endocrine disorders (0%, 150 ADRs




VigilLyze

V[g,Lyze Drug Safety Center - clgJ] dolw jSyo

Quantitative Qualitative Investigations HAR Vv ' I g I B as e
f'//[e/ on drug, reaction, patient age, patient sex |

k) Filter v

Therapeutic scope: Drugs | Country: Oman

31 942 cases match your background

@i Overview = Cases  f(x) Disproportionality ~ (O Related investigations (0)

VigiBase initial date

Export v

Patient age Patient sex Countries
= ®

0-27 days 4
28 days to 23 months -l
2- 11 years -
12 - 17 years -
18 - 44 years - Oman -
45 - 64 years -
65 - 74 years -

2 75 years -

Unknown -
I T
0% 8%

® N >
\\ '\\ BN 1\\ SHAS

| T T T \
m Female m Male  Unknown 0% Lk Nk 5% W




Completeness
Score for ADR
reports




i o) | |
¢ DSC
s Drep Sty Canter ° °
Ministry of Health v I g I ra e
Average Completeness score, Oman
Average Completeness score over time
1
075 e v AWv—Z—%N"_ =
E © ’ﬁ\
e 0.5 > -~ -
N =
0.25
0
1 2 3 4 1 2 3 4 1 2 3 4 1 2 3 4 1 2 3 4 1
2019 2020 2021 2022 2023 202

Time point received at the UMC (year and quarter)

— e« All cOuntries — AN




PV Statistics in Oman
PV Updates
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201181
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1. MOH RE-
STRUCTURED.

DGPA&DC changed to
Drug Safety Center
(DSC)

DSC is now under the
responsibility of the MOH
undersecretary for
Planning & Health
Systems
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2. PV EDUCATIONS

= VigiFlow Training Environment for Universities students (by Upsala Monitoring Centre (UMC)

VigiFlow - Directorate General of Pharmaceutical Affairs & Drug Control - Training

VigiFlow - Directorate General of Phamaceutcal Afiairs & Drug Control - Training RHussain A Ramimmy v

REVUEM & New ICSR Delegeteto organisation | tatus ofrport Openv | 1 Dekete | @ Serd copy | 2 POFExcelML v

Vi g i F I ow Unsaved repot

Report information I

Patent
Report tie Report type Worldwide wnique id Sefetyreportid
Welcome Hussain Al Ramimmy, authorised with Administrator access. Cas e ot fomein v
You belong to the organisation Directorate General of Pharmaceutical Affairs & Drug Control - Training. et gy
Ital recefved dats @ Date of report @ Received from Oterreportid @
p w . Fet ] il v]m v Y ot -
g Litest received date @ Does this case fuflthe local criera for an Add
» — ) I [ | expeted report?
r== Report list all AEFI Dashboard T o 6| il vim 0% O o[
\ AN / Ascesament (7] Perent Chid eport
. N h
‘ O 0 It reporter formation~~ Sencerifomafon  Likrepot  Nobs  Litestwerepot  Studyinfomaior  Documents
Import l|= Manage Authority
-
\ J o\ S/
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C, Wpeose

Guide for
reporting ADR and

Quality Problems
by HCPs

Oman GPY for
MAHs & PCs

Recall
Guideline
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7. FORMATION OF THE STEERING COMMITTEE FOR THE IMPLEMENTATION OF THE’
WHO GBT FOR DRUG AND MEDICAL DEVICES REGULATORY SYSTEMS.
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8. DSC HOSTING MEDDRA WORKSHOP 1-2 MAY 2024

c ”l' MedDRA

Medical Dictionary for

Regulatory Activities




C o

ADR Investigation
Causality Assessment

Medication Errors
Investigations PV Signal Management

9. UPDATES INTERNAL SOPS
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