CHALLENGES OF IMPLEMENTING PV PROCESSES IN MENA REGION

BACKGROUND OF CURRENT SITUATION RELATED TO PHARMACOVIGILANCE IN  MENA
In the past 20 years many high and middle income, developed and developing countries in this region have created national pharmacovigilance systems and joined the WHO’s global PV network; however few of them have fully functional systems.In the past time PV in this region was not even considered and was absent because improving access to life saving drugs was the main priority specially in African countries. 
 GENERAL OVERVIEW OF THE CURRENT SITUATION RELATED TO PHARMACOVIGILANCE IN MENA
Pharmacovigilance has received much attention in MENA region countries recently due to the development of new regulations. Only approximately half of Arab countries are official members of the World Health Organization (WHO) Collaborating Centre for International Drug Monitoring. Countries such as Saudi Arabia, Morocco, Tunisia, Egypt, and Jordan are considered to be relatively advanced pharmacovigilance countries, whereas other countries such as Libya, Yemen, and Palestine remain in the very early stages of implementing and developing pharmacovigilance systems. Countries such as Somalia, Djibouti, Mauritania, have no pharmacovigilance system or culture. 
LACK OF PV EDUCATION & AWARENESS
Surveys from around the region  document that the content related to safety of patient is not sufficient in the medical curriculum of student, to make future HCPs aware about the PV and it’s reporting system. This is one of the big challenge in implementing the PV system in MENA.
LACK OF EXPERIENCED PV STAFF
The  pharmacovigilance systems that are already generating and transmitting large numbers of reports, it is observed that due to improper training the ADR reports lack the necessary information. This is mainly due to lack of experienced PV staff at MAH. 
LACK OF CO-ORDINATION IN NATIONAL PV PROGRAMES
Due to insufficient knowledge or sensitivity about the reporting of ADR/AE, less number of cases are being reported
PUBLIC PERCEPTION ABOUT ADR REPORTING
Often the perception of public regarding ADRs in this region is that these are will of God and nothing can be done or there is no benefit of reporting these ADRs.
HCP RELATED CHALLENGES 
 HCPs are often few and have many patients to attend to during a day, with little time to fill a form and report a suspected ADR. HCPs may be unwilling or uncomfortable reporting ADRs with treatments due to fear of perceptions of professional error, lack of clear legal provisions to guarantee confidentiality of submitted reports. Reporting forms need to be available in all local languages .Self-medication often contributes a heavy share in the use of medicines. Direct patient reporting may therefore have to be considered to ensure that all medicine-related harms are captured in these settings.
MINIMAL DATA CHALLENGE
LESS PUBLIC OR HEALTHCARE PROFESSIONAL INVOLVEMENT ABOUT ADR REPORTING
[bookmark: _GoBack]UNDERDEVELOPED PV SYSTEM IN PHARMA COMPANIES
Many pharma companies has established PV systems in their companies but they are lacking in proper approach towards the PV system, lack of expertise and budget from management to establish complete and standard systems as the company management see it as a nonrevenue department. Implementing ICH guidelines would favor multinational companies but may harm local manufacturers and generic medicines manufacturers who would find it hard and/or expensive to establish PV systems. The funding & training for PV is very limited. Management of the MAHs should be convinced regarding the importance and benefits of having a developed PV department.
CONCLUSION
To meet the multifaceted challenges of pharmacovigilance, a science-based, public-health focused, collaborative and global approach is needed. Basic education and awareness system through introducing the courses in the curriculum is needed. Proper trainings of pharmaceutical employees is needed for proper analysis and reporting. Collaboration of pharmacovigilance centres with other public health agencies will allow pharmacovigilance systems to more fully assess the adverse effects of medicines. Global approaches should focus on strengthening pharmacovigilance systems in countries where such systems do not yet exist or are developing, and in promoting harmonization. 
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