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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

Vigilance

Drug Safety



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

MOH Health 
Institutions

• 50 Hospitals
• 21 Extended 

Health Centers
• 192 Health 

Centers

Pharma

• 722 Pharma 
Comp

• 3909
Registered 
Products

Health 
Manpower

• Doctors: 4657
• Dentists: 1696
• Pharmacists: 3314
• Nurses: 21268



PV JOURNEY IN 
OMAN



1993
The start ( 
IC)

1994
1st 
Circular 
for HCP 
to report 
ADR

1995
Full 
Member 
with 
WHO 
PIDM

2015
Establishm
ent of PV 
Department

2016
Oman 
hosted the 
WHO  
39th  
Annual 
Meeting 
for  
National 
PV 
Centers 

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

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
ical 
Products 
(ACSOMP)
• SH of PV 

medicines 
became a 
member 
of the 
WHO 
Internatio
nal Expert 

 

2024 Director 
of PV re-
elected for 
ACSOMP

PV JOURNEY IN OMAN



PV STRUCTURE 
IN OMAN

 PV Center (DPV&DI)

 Regional PV Centers (40)

 PV Sub-Regional PV Centers (250)

 MAHs/ PCs & Patients

 National PV Technical Committee 
(NPVTC)



PV ACTIVITIES IN 
OMAN



PV ACTIVITIES
 Pre-Registration

 Post-Registration

 Routine Activities

 Communication and 
Information Sharing

 International Activites



PV ACTIVITIES

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 
etc..)

International Activities
WHO GBT Assessor ( Vigilance Function)
Member of the WHO ACSoMP Committee
Member of the WHO International Expert Group for IDMP



VigiTools & vigiMethods



VigiTools

VigiFlow
A web-based 

ADR 
management 
system

VigiMobile
Customize 

Mobile tools ( 
UMC-Oman) to 
report ADR & 
AEFI

VigiFlow 
eforms
component of 
the VigiFlow 

used for 
electronically 
capturing and 

submitting 
adverse event 

reports directly 
into the 
VigiFlow 
database

VigiAcess
The general 

Public’s 
entry to 
VigiBase

VigiLyze
Analyzes

and
visualizes 
PV data in 
VigiBase

VigiBase
WHO global 
database for 

ADR



VigiFlow



Mobile VigiFlow



e- VigiFlow



VigiAcess



VigiBase
VigiLyze



vigiMethods

vigiGrade
Completeness 
Score for ADR 
reports

vigiMatch
• Identifies 

duplicate ADR 
Reports

vigiRank
• Ranks safety 

signals by 
evidence 
strength

• For Signal 
Detection

vigiPoint
Highlights key 
features in data 
subsets



vigiGrade



PV STATISTICS AND 
PV UPDATES

 PV Statistics in Oman

 PV Updates
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PV UPDATES



1. MOH RE-
STRUCTURED:

1. DGPA&DC changed to 
Drug Safety Center 
(DSC)

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



2. PV EDUCATIONS

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



3. DRUG ADVERTISEMENT REGULATION & GUIDELINE





4. PV 
GUIDELINES 
UPDATES

Oman GPV for 
MAHs & PCs

Guide for 
reporting ADR and 
Quality Problems 

by HCPs

Recall 
Guideline



5. DSC E-PORTAL

NEW UPDATES WITH NEW INTERFACE.



6. FORMATION OF NATIONAL PV TECHNICAL COMMITTEE



7. FORMATION OF THE STEERING COMMITTEE FOR THE IMPLEMENTATION OF THE 
WHO GBT FOR DRUG AND MEDICAL DEVICES REGULATORY SYSTEMS. 



8. DSC HOSTING MEDDRA WORKSHOP 1-2 MAY 2024



9. UPDATES INTERNAL SOPS

ADR Investigation

Causality Assessment

Medication Errors 
Investigations PV Signal Management



Thank you

धन्यवाद

 
ً
شكرا

Teşekkür

Gracias

Спасибо

Merci
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