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Advanced Certificate in Pharmacovigilance

Quality Management Systems in Pharmacovigilance

Quality Management Systems (QMS) in Pharmacovigilance are crucial for ensuring the safety and efficacy of
medicines. A QMS is a collection of processes, procedures, and policies that work together to ensure
consistent product quality and patient safety. In this explanation, we will cover key terms and vocabulary
related to QMS in Pharmacovigilance in the context of an Advanced Certificate in Pharmacovigilance.

1. Quality Management System (QMS)

A QMS is a formal system that documents processes, procedures, and responsibilities for achieving quality
policies and objectives. It is a proactive approach to managing all aspects of a business that affects quality.
In Pharmacovigilance, a QMS ensures that all safety data is collected, analyzed, and reported in a consistent
and timely manner.

2. Good Pharmacovigilance Practices (GVP)

GVP are a set of guidelines that provide a framework for Pharmacovigilance activities. GVP covers all aspects
of Pharmacovigilance, including data collection, evaluation, reporting, and management. Compliance with
GVP is mandatory for marketing authorization holders in the European Union.

3. Quality Risk Management (QRM)

QRM is a systematic process for identifying, assessing, and controlling risks to quality. QRM is a proactive
approach to managing risks and is an essential part of a QMS in Pharmacovigilance. QRM involves
identifying potential risks, assessing their impact and likelihood, and implementing controls to mitigate the
risks.

4. Quality System Audit

A quality system audit is an independent evaluation of a QMS to ensure that it meets specified
requirements. Quality system audits are conducted by internal or external auditors and are an essential part
of a QMS in Pharmacovigilance. Quality system audits help to identify areas for improvement and ensure
compliance with regulations and guidelines.

5. Change Management

Change management is the process of managing changes to a QMS in Pharmacovigilance. Changes can
include updates to procedures, policies, or systems. Change management involves assessing the impact of
the change, planning the implementation, and communicating the change to stakeholders.

6. Deviation Management

Deviation management is the process of managing deviations from standard operating procedures (SOPs)
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in a QMS in Pharmacovigilance. Deviations can include failure to follow an SOP, use of unapproved
equipment, or failure to document activities properly. Deviation management involves investigating the
deviation, assessing the impact, and implementing corrective and preventive actions.

7. Corrective and Preventive Actions (CAPA)

CAPA is a process for identifying, investigating, and resolving issues in a QMS in Pharmacovigilance. CAPA
involves identifying the root cause of the issue, implementing corrective actions to resolve the immediate
problem, and preventive actions to prevent the issue from recurring.

8. Document Management System (DMS)

A DMS is a system for managing electronic documents in a QMS in Pharmacovigilance. A DMS ensures that
all documents are controlled, traceable, and accessible to authorized users. A DMS typically includes
features such as version control, electronic signatures, and audit trails.

9. Training Management System (TMS)

A TMS is a system for managing training in a QMS in Pharmacovigilance. A TMS ensures that all employees
are trained and competent in their roles and responsibilities. A TMS typically includes features such as
training records, course catalogs, and training schedules.

10. Key Performance Indicator (KPI)

A KPI is a metric used to measure the performance of a QMS in Pharmacovigilance. KPIs are used to
monitor and improve the effectiveness and efficiency of Pharmacovigilance activities. KPIs can include
metrics such as the number of adverse events reported, the time to report an adverse event, or the
percentage of staff trained in Pharmacovigilance.

11. Complaint Handling

Complaint handling is the process of managing complaints related to the safety or efficacy of a medicine.
Complaint handling involves documenting the complaint, investigating the issue, and implementing
corrective and preventive actions.

12. Quality Control (QC)

QC is the process of ensuring that products meet specified quality standards. QC involves testing,
inspection, and verification activities. QC is an essential part of a QMS in Pharmacovigilance to ensure that
all safety data is accurate and reliable.

13. Quality Assurance (QA)

QA is the process of ensuring that a QMS in Pharmacovigilance is effective and efficient. QA involves
auditing, monitoring, and evaluating activities. QA is an essential part of a QMS in Pharmacovigilance to
ensure compliance with regulations and guidelines.
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14. Pharmacovigilance System Master File (PSMF)

A PSMF is a document that provides a comprehensive overview of a company's Pharmacovigilance system.
A PSMF includes information such as the organizational structure, SOPs, and quality management activities.
A PSMF is required for marketing authorization holders in the European Union.

15. Signal Detection

Signal detection is the process of identifying new safety signals in a QMS in Pharmacovigilance. Signal
detection involves analyzing data from various sources, including clinical trials, spontaneous reports, and
literature reviews. Signal detection is an essential part of a QMS in Pharmacovigilance to ensure that all
safety concerns are identified and addressed in a timely manner.

16. Risk-Benefit Assessment

Risk-benefit assessment is the process of evaluating the benefits and risks of a medicine. Risk-benefit
assessment involves balancing the potential benefits of a medicine against the potential risks. Risk-benefit
assessment is an essential part of a QMS in Pharmacovigilance to ensure that all medicines are safe and
effective.

17. Periodic Safety Update Report (PSUR)

A PSUR is a report that summarizes the safety profile of a medicine. PSURs are submitted to regulatory
authorities on a periodic basis, typically every six months or annually. PSURs include information such as the
number of adverse events reported, the outcomes of signal detection activities, and the results of risk-
benefit assessments.

In conclusion, a QMS in Pharmacovigilance is a complex system that involves various processes, procedures,
and policies. Understanding the key terms and vocabulary related to a QMS in Pharmacovigilance is
essential for ensuring the safety and efficacy of medicines. This explanation has covered key terms such as
QMS, GVP, QRM, quality system audit, change management, deviation management, CAPA, DMS, TMS, KPI,
complaint handling, QC, QA, PSMF, signal detection, risk-benefit assessment, and PSUR. By understanding
these terms, you will be better equipped to manage a QMS in Pharmacovigilance and ensure compliance
with regulations and guidelines.

As a reminder, this explanation is intended for use in the context of an Advanced Certificate in
Pharmacovigilance and should be used as a reference tool for learning and understanding key terms and
vocabulary related to QMS in Pharmacovigilance. It is not intended to be a comprehensive guide or a
substitute for formal training in Pharmacovigilance. Always consult with a qualified Pharmacovigilance
professional for guidance and assistance with QMS in Pharmacovigilance.
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