PHARMACOVIGILANCE

Ensuring medication safety

What is Pharmacovigilance?

Pharmacovigilance (PV) is the science and activities relating to the detection, assessment,
understanding, and prevention of adverse effects or any other drug-related problem. Essentially, it's
about monitoring the safety of medicines after they have been licensed for use.

Why is Pharmacovigilance Important?

Patient Safety Pharmacovigilance plays a crucial role in safeguarding
patient safety and public health. It allows for the
identification of previously unknown adverse drug reactions
(ADRs) or changes in the frequency or severity of known
ADRs. This information is then used to take appropriate

e Protecting patients from harm
caused by medicines.

Public Health _ _ s S e
action, such as updating product information, issuing safety
e Contributing to the benefit-risk warnings, or even withdrawing a medicine from the market.
assessment of medicines. PV is also vital for meeting regulatory requirements and

maintaining public trust in the pharmaceutical industry.
Regulatory Compliance

e Meeting legal and ethical
obligations.

Key Processes in Pharmacovigilance

Pharmacovigilance involves several key processes working together to ensure medication safety:

e Adverse Event Reporting: This is the foundation of PV. Healthcare professionals, patients, and
pharmaceutical companies report suspected ADRs.

e Case Management: This involves the collection, documentation, and follow-up of individual
adverse event reports. Detailed information is gathered to assess the causality and severity of
the event.



e Signal Detection: This is the process of identifying new or changing safety concerns based on
the analysis of adverse event data. Statistical methods and expert review are used to identify
potential signals.

e Risk Management: Once a safety concern is identified, risk management activities are
implemented to minimize the risk to patients. This may involve changes to product labeling,
educational programs for healthcare professionals, or other interventions.

e Benefit-Risk Assessment: This ongoing assessment weighs the benefits of a medicine against
its risks. PV data is crucial for informing this assessment and ensuring that the benefits of a
medicine outweigh its potential harms.

e Regulatory Reporting: Pharmaceutical companies are required to submit safety reports to
regulatory authorities on a regular basis. These reports provide an overview of the safety profile
of their products.

Key Aspects of Effective Pharmacovigilance

Robust Systems A truly effective pharmacovigilance system relies on several
things. The first is a well-designed system for collecting and
processing ADRs. Trained personnel are essential to
assess the validity of these reports and perform signal
detection. There must also be clear communication
between stakeholders, including patients, doctors,
regulatory agencies and the pharmaceutical companies that
make the medications. Finally, the PV processes must be

e Establish and maintain
comprehensive systems for
collecting, processing, and
reporting adverse events.

Trained Personnel

e Employ qualified and trained constantly evaluated and refined to ensure the
professionals to manage PV effectiveness and accuracy of these practices are
activities. maintained and improved.

Collaboration

e Foster collaboration between
pharmaceutical companies,
healthcare professionals,
regulatory authorities, and patients.

Continuous Improvement

e Continuously evaluate and improve
PV processes to ensure
effectiveness.



