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Abstract

Introduction

Pharmacovigilance is the pharmacological science relating to the detection, assessment,
understanding and prevention of adverse effects, particularly long term and short term side
effects of medicines. Generally, pharmacovigilance is the science of collecting, monitoring,
researching, assessing and evaluating information from healthcare providers and patients on
the adverse effects of medications, biological products, herbal medicine and traditional
medicines with a view to identifying new information about hazards associated with

medicines and preventing harm to patients.

Pharmacovigilance is particularly concerned with Adverse Drug Reactions which are
officially described as: "A response to a drug which is noxious and unintended, and which
occurs at doses normally used... for the prophylaxis, diagnosis or therapy of disease, or for
the modification of physiological function" as defined by the Council for International
Organization for Medical Sciences (CIOMS).

Pharmacovigilance is gaining importance for physicians and scientists as the number of
stories in the mass media of drug recalls increases. Because clinical trials involve several
thousand patients at most; less common side effects and ADRs are often unknown at the time
a drug enters the market. Even very severe adverse drug reactions, such as liver damage, are
often undetected because study populations are small. Post marketing pharmacovigilance uses
tools such as data mining and investigation of case reports to identify the relationships
between drugs and adverse drug reactions.

Aim of work:

This study aimed to assess the reported adverse events for the study drugs during the review
period and evaluate the benefit risk analysis in order to reach scientific recommendations for
the regulatory bodies. Additionally, the study aimed to evaluate the challenges in operation
Pharmacovigilance procedures in Egypt and reach recommendation to ensure proper
pharmacovigilance procedures.

Subjects and Methods:

Five to ten physicians were recruited and trained on a simulated pharmacovigilance reported
environment and collected adverse events for the study drugs in Egypt. Internationonally,



published reports during the review period were evaluated. The review period was determined
to be from 01 June 2008-30 June 2012.

Results

Very low number of domestic reports were received in comparison to internationally received
reports, however the researcher have analysed these reports and presented a proper benefit
risk analysis plan which was in favor of having the drug in market and highlighted some risk
in using the drug that should be communicate dto the patients before hand. Challenges faced
during the collection of these reports were analysed and recommendations were presented to
improve drug safety procedures in Egypt.

Recommendation & Conclusion

Recommendation to improve decision making and evaluate Egypt-specific findings in a
benefit risk analysis of study drugs in the Egyptian market is provided in details in this study.
In addition, a frequency analysis of reported events in Egypt and worldwide against time of
exposure, underlying disease and number of reports is provided and a detailed comparison of
reported events in Egypt with those reported worldwide.

In conclusion, to improve the drug safety system and as corporate culture shifts to a greater
emphasis on public health and members of a qualified workforce, the study has suggested
some senior management responsibilities in the local pharmacovigilance department that
would help identify serious problems with drugs. In addition, companies should be able to
field well trained teams to process pharmacovigilance data from numerous data streams (e.g.,
pre-market data, post-marketing surveillance, safety reporting, pharmacoepidemiology data,
etc.) and take appropriate action as needed. Such a team will depend on sophisticated safety
signal identification and interpretation mechanisms and an effective risk communication

strategy.

Key words:
Pharmacovigilance, drug safety, benefit-risk analysis, challenges, domestic adverse events,

adverse drug reactions, Individual case safety reports.
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Introduction and Review of Literature

The decision to approve a new drug is based on having a satisfactory balance of benefits and
risks on the basis of the information available on this drug at that time. Once a product is
marketed, new information will be generated, which may have an impact on the benefit-risk
profile of the product. The detailed evaluation of the new information generated through
pharmacovigilance activities is important for all products to ensure their safe use. No degree
of care and caution at the pre-clinical and clinical testing stages can guarantee an absolute
safety when a product is marketed and prescribed in large populations with settings different
from the clinical trials. Thus, a strong pharmacovigilance system is required to ensure the
continuous monitoring and evaluation of the new safety data generated under the real-world
conditions on the effects, side effects, contraindications, drug interactions, new indications
and use in new populations of all drugs (EMEA, 2005).

Pharmacovigilance

What is pharmacovigilance?

The word pharmacovigilance is derived from the Greek ‘Pharmaco’ (medicine) and the Latin
‘Vigilantia’ (vigilance, watchfulness). It is the process of monitoring, evaluating and
improving the safety of medicines in use. It is carried out by pharmaceutical companies on
their products and by government agencies on all medicinal products. Healthcare
professionals (e.g. Doctors and Pharmacists) have a role too, in reporting suspected side
effects of medicines to government agencies or pharmaceutical companies (EMEA

homepage, 2013).
Basics and definitions

Adverse Event

Adverse Event Definition: An adverse event (AE) is defined as any unfavorable and

unintended sign including an abnormal laboratory finding, symptom or disease associated



