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Advanced Certificate in Pharmacovigilance

Post-Marketing Safety Studies

Post-Marketing Safety Studies: These are studies conducted after a drug has been approved and marketed
to monitor its safety and identify any rare or long-term adverse effects. Also known as Phase IV studies, they
provide additional information about the drug's safety profile and help ensure that its benefits continue to
outweigh its risks.

Adverse Event (AE): An adverse event is any undesirable experience associated with the use of a drug or
medical device, whether or not it is considered related to the product. AEs can be mild, moderate, or severe
and may be temporary or permanent.

Serious Adverse Event (SAE): An SAE is an adverse event that results in death, is life-threatening, requires
hospitalization or prolongation of existing hospitalization, results in persistent or significant disability or
incapacity, or is a congenital anomaly or birth defect.

Spontaneous Reporting: Spontaneous reporting is a system for reporting adverse events that relies on
healthcare professionals and consumers to voluntarily report any suspected adverse reactions to a drug or
medical device. This system is used to monitor the safety of marketed products and identify potential safety
concerns.

Signal Detection: Signal detection is the process of identifying and evaluating potential safety signals in
post-marketing safety data. A safety signal is defined as information that suggests a new, potentially causal
association, or a new aspect of a known association, between an intervention and an adverse event.

Causality Assessment: Causality assessment is the process of determining the likelihood that a suspected
adverse drug reaction is actually caused by the drug. This is typically done using a set of established criteria,
such as the World Health Organization-Uppsala Monitoring Centre (WHO-UMC) system or the Naranjo
algorithm.

Pharmacoepidemiology: Pharmacoepidemiology is the study of the use and effects of drugs in large
populations. It is used to monitor the safety of drugs in real-world settings and to identify any potential
safety concerns.

Risk Management Plan (RMP): An RMP is a document that outlines the measures a pharmaceutical company
will take to manage and mitigate the risks associated with a drug. It includes information on the drug's
safety profile, the measures that will be taken to minimize its risks, and the plans for monitoring and
reporting any adverse events.

Pharmacovigilance System Master File (PSMF): The PSMF is a comprehensive document that describes the
pharmacovigilance system of a marketing authorization holder. It includes information on the company's
organization and resources, its pharmacovigilance system, and its procedures for reporting and managing
adverse events.
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Periodic Safety Update Report (PSUR): A PSUR is a report that summarizes the safety data for a drug and is
submitted to regulatory authorities at regular intervals. It includes information on the drug's safety profile,
any new safety concerns, and any changes to the drug's risk management plan.

MedDRA: MedDRA (Medical Dictionary for Regulatory Activities) is a standardized medical terminology
used in pharmacovigilance to describe adverse events. It is used to facilitate the exchange of safety
information between different countries and regulatory authorities.

ICH E2B: ICH E2B is a standard for the electronic transmission of individual case safety reports (ICSRs)
between regulatory authorities and pharmaceutical companies. It is used to facilitate the exchange of safety
information and to improve the efficiency of pharmacovigilance activities.

Data Mining: Data mining is the process of analyzing large datasets to identify patterns and trends. In
pharmacovigilance, data mining is used to identify potential safety signals in post-marketing safety data.

Active Surveillance: Active surveillance is a system for monitoring the safety of drugs that involves
proactively collecting and analyzing data from various sources. This can include electronic health records,
claims databases, and registries.

Benefit-Risk Assessment: A benefit-risk assessment is the process of evaluating the benefits and risks of a
drug to determine its overall risk-benefit profile. This assessment takes into account the severity and
frequency of adverse events, as well as the drug's efficacy and any potential therapeutic advantages.

Risk Communication: Risk communication is the process of informing and educating healthcare
professionals, patients, and the public about the risks and benefits of a drug. It is an important part of
pharmacovigilance and helps ensure that patients and healthcare professionals have the information they
need to make informed decisions about drug therapy.

Risk Mitigation: Risk mitigation is the process of implementing measures to minimize the risks associated
with a drug. This can include changes to the drug's labeling, dosing instructions, or prescribing information,
as well as the development of educational materials for healthcare professionals and patients.

Post-Authorization Safety Study (PASS): A PASS is a study that is conducted after a drug has been approved
and marketed to further evaluate its safety profile. These studies are typically designed to assess rare or
long-term adverse events and are conducted under the auspices of regulatory authorities.

Real-World Evidence (RWE): RWE is evidence about the use and effects of a drug that is generated from
real-world data, such as electronic health records, claims databases, and registries. RWE is used to
supplement data from clinical trials and to provide a more complete picture of a drug's safety and
effectiveness in real-world settings.

Pharmacovigilance Audit: A pharmacovigilance audit is an independent review of a company's
pharmacovigilance system to ensure that it is compliant with regulatory requirements and industry
standards. It includes an evaluation of the company's organization and resources, its pharmacovigilance
system, and its procedures for reporting and managing adverse events.
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Pharmacovigilance Inspection: A pharmacovigilance inspection is a regulatory review of a company's
pharmacovigilance system. It is conducted to ensure that the company is compliant with regulatory
requirements and industry standards and includes an evaluation of the company's organization and
resources, its pharmacovigilance system, and its procedures for reporting and managing adverse events.

Quality Management System (QMS): A QMS is a set of processes and procedures that are put in place to
ensure the consistent quality of a product or service. In pharmacovigilance, a QMS is used to ensure that
the company's pharmacovigilance system is compliant with regulatory requirements and industry standards.

Good Pharmacovigilance Practices (GVP): GVP are the guidelines that set out the principles and practices for
the conduct of pharmacovigilance activities. They are developed by regulatory authorities and provide a
framework for the safe and effective use of drugs.

Pharmacovigilance System: A pharmacovigilance system is a set of processes and procedures that are put in
place to monitor the safety of drugs and to identify and manage any potential safety concerns. It includes
systems for reporting and managing adverse events, as well as procedures for analyzing safety data and
communicating risk information.

Signal Management: Signal management is the process of identifying, evaluating, and managing potential
safety signals in post-marketing safety data. It includes procedures for reporting and investigating signals,
as well as for implementing risk mitigation measures.

Risk Management: Risk management is the process of identifying, evaluating, and minimizing the risks
associated with a drug. It includes the development and implementation of risk management plans, as well
as the monitoring and reporting of adverse events.

In conclusion, post-marketing safety studies play a crucial role in ensuring the safety and efficacy of drugs.
These studies involve the collection and analysis of data from a variety of sources, including spontaneous
reports, electronic health records, and claims databases. The data is used to identify potential safety signals,
assess the causality of adverse events, and evaluate the risk-benefit profile of drugs. Effective
pharmacovigilance requires a comprehensive and proactive approach, with robust systems for reporting,
analyzing, and managing adverse events. It also requires close collaboration between regulatory authorities,
pharmaceutical companies, and healthcare professionals to ensure that patients receive the safest and most
effective care possible.
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