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PHARMACOVIGILANCE INTERVIEW QUESTIONS AND ANSWERS

1. What is pharmacovigilance, and why is it important in the pharmaceutical
industry?

Answer: Pharmacovigilance is the science and activities related to the detection,
assessment, understanding, and prevention of adverse effects or any other drug-related
problems. It is crucial to ensure the safety and efficacy of pharmaceutical products.

2. Can you explain the different phases of clinical trials and their relevance to
pharmacovigilance?

Answer: Clinical trials have several phases, including Phase I (safety testing), Phase II
(efficacy testing), Phase III (large-scale testing), and Phase IV (post-marketing
surveillance). Pharmacovigilance is particularly important in Phase IV to monitor drugs
in real-world use.

3. What is the role of the FDA (or relevant regulatory agency) in
pharmacovigilance?

Answer: The FDA and other regulatory agencies oversee drug safety and require
pharmaceutical companies to report adverse events. They also review and analyze safety
data to make informed decisions regarding drug approvals and label updates.

4. How do you classify adverse drug reactions (ADRs)? Can you give examples of
each type?

Answer: ADRs are classified as Type A (predictable, dose-dependent), Type B
(idiosyncratic, unpredictable), Type C (chronic, long-term), and Type D (delayed).
Examples include Type A (aspirin-induced bleeding) and Type B (drug allergies).

5. Explain signal detection in pharmacovigilance.

Answer: Signal detection involves identifying potential safety concerns by analyzing
large volumes of adverse event data. Statistical methods, data mining, and algorithms are
used to detect signals that warrant further investigation.

6. What is the purpose of a Risk Evaluation and Mitigation Strategy (REMS)?
Answer: REMS is designed to ensure that the benefits of certain drugs outweigh their
risks. It may include restricted distribution, patient education, or other measures to
manage risks associated with specific medications.

7. Describe the components of a pharmacovigilance system.
Answer: A pharmacovigilance system includes data collection, reporting, assessment,
signal detection, risk management, and communication of safety information.

8. How would you handle a serious adverse event that has been reported for a
marketed drug?

Answer: I would follow established procedures for expedited reporting to regulatory
agencies, conduct a thorough investigation, assess causality, and implement risk
minimization measures if necessary.
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9. What is the role of the Pharmacovigilance Responsible Person (PRP)?

Answer: The PRP is responsible for overseeing pharmacovigilance activities within a
company, ensuring compliance with regulatory requirements, and serving as a point of
contact for regulatory authorities.

10. Can you explain the differences between pharmacovigilance in pre-marketing
and post-marketing phases?

Answer: Pre-marketing pharmacovigilance focuses on clinical trial safety, while post-
marketing pharmacovigilance monitors safety in real-world patients after a drug is
approved and marketed.

11. How do you stay updated on the latest pharmacovigilance regulations and
industry trends?

Answer: | regularly review regulatory guidelines, attend conferences, participate in
relevant training, and subscribe to pharmacovigilance journals and newsletters.

12. What is the role of the International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use (ICH) in pharmacovigilance?
Answer: ICH develops guidelines that harmonize regulatory requirements for
pharmacovigilance across regions, promoting consistency and efficiency in drug safety
assessments.

13. Describe your experience with pharmacovigilance software and databases.
Answer: | have experience with various pharmacovigilance databases such as VigiBase
and Argus, as well as safety data management software for adverse event reporting and
signal detection.

14. How do you handle a situation where there is incomplete or unclear
information about an adverse event report?

Answer: [ would collaborate with healthcare professionals, patients, and the reporter to
gather additional information and conduct a thorough assessment of the report.

15. What are the key elements of a Periodic Safety Update Report (PSUR)?
Answer: A PSUR typically includes information on adverse events, safety trends, benefit-
risk assessments, and updates on risk minimization measures for a drug.

16. Can you explain the concept of risk minimization in pharmacovigilance?
Answer: Risk minimization strategies aim to reduce the occurrence and severity of
known risks associated with a drug. This can involve label changes, patient education, or
restricted distribution.

17. How do you assess the causality of an adverse event?
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Answer: Causality assessment involves evaluating factors such as timing, dose-response
relationship, dechallenge and rechallenge data, and the presence of alternative
explanations to determine if a drug likely caused the adverse event.

18. What are Good Pharmacovigilance Practices (GVP), and why are they
important?

Answer: GVP are a set of guidelines and standards that outline best practices in
pharmacovigilance. They are important for ensuring consistency and quality in safety
monitoring and reporting.

19. Describe a challenging pharmacovigilance case you've encountered and how
you handled it.

Answer: Provide a specific example from your experience and discuss the steps you took
to investigate and manage the case effectively.

20. How do you prioritize adverse event reports when dealing with a large volume
of data?

Answer: [ prioritize reports based on factors such as severity, potential impact on patient
safety, and regulatory reporting requirements. This ensures that the most critical cases
are addressed promptly.

21. What is MedDRA, and why is it essential in pharmacovigilance?

Answer: MedDRA, or the Medical Dictionary for Regulatory Activities, is a standardized
medical terminology used worldwide to classify and code adverse event information. It's
crucial in pharmacovigilance for consistent reporting and analysis of safety data.

22. Can you explain the structure of MedDRA terminology?

Answer: MedDRA is organized into a hierarchical structure, with five levels: System
Organ Class (SOC), High-Level Group Term (HLGT), High-Level Term (HLT), Preferred
Term (PT), and Lowest Level Term (LLT).

23. What is the primary purpose of using MedDRA codes in adverse event
reporting?

Answer: MedDRA codes facilitate the uniform classification and comparison of adverse
events across different data sources, enabling efficient data analysis and signal detection.

24. How do you select the appropriate MedDRA term when coding an adverse
event?

Answer: Select the term that best describes the adverse event's clinical presentation,
ensuring it matches the level of detail required for the analysis while adhering to
MedDRA's hierarchy.

25. What are the differences between a Preferred Term (PT) and a Lowest Level
Term (LLT) in MedDRA?
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Answer: A PT represents a specific medical concept, while an LLT is the most granular
level of detail, providing synonyms and alternative names for the same concept.

26. How does MedDRA support signal detection in pharmacovigilance?
Answer: MedDRA allows for standardized coding of adverse events, making it easier to
identify patterns, trends, and potential safety signals within large datasets.

27. Explain the significance of the System Organ Class (SOC) level in MedDRA.
Answer: The SOC level provides a broad classification of adverse events based on their
affected organ system. It serves as an initial grouping for more detailed analysis.

28. Can you describe how MedDRA is updated and maintained?

Answer: MedDRA is updated through a regular maintenance process that includes input
from users, expert working groups, and ongoing quality control to ensure accuracy and
relevance.

29. How can MedDRA codes be used to assess the relationship between a drug and
an adverse event?

Answer: MedDRA codes help classify adverse events associated with a drug, enabling the
assessment of causality by comparing the frequency of specific events with and without
the drug's exposure.

30. What role does MedDRA play in regulatory submissions?

Answer: MedDRA codes are used in regulatory submissions to standardize the reporting
of adverse events, making it easier for regulatory agencies to review and evaluate safety
data.

31.How do you handle the introduction of new MedDRA terms during a clinical trial
or post-marketing surveillance?

Answer: New MedDRA terms can be mapped to existing terms or submitted for inclusion
in future versions of MedDRA. It's essential to ensure consistent coding and reporting.

32. Describe the differences between MedDRA and other medical coding systems,
such as SNOMED CT or ICD-10.

Answer: While ICD-10 and SNOMED CT focus on disease classification, MedDRA is
specifically designed for adverse event coding, making it more suitable for
pharmacovigilance.

33. How does MedDRA support the benefit-risk assessment of a drug?

Answer: MedDRA enables the standardized classification of both the benefits
(therapeutic effects) and risks (adverse events) associated with a drug, facilitating a
comprehensive benefit-risk assessment.

34. Can you provide an example of how you would code a specific adverse event
using MedDRA terminology?
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Answer: Provide a hypothetical adverse event, and explain how you would select the
appropriate MedDRA term and code it at the appropriate level.

35. Whatis the role of the MedDRA Maintenance and Support Services Organization
(MSSO) in maintaining MedDRA?

Answer: The MSSO oversees the development and maintenance of MedDRA, including its
updates, version releases, and user support.

36. How can companies ensure consistency in MedDRA coding across different
pharmacovigilance teams or departments?

Answer: Standard operating procedures (SOPs) and regular training can help ensure
consistent MedDRA coding practices within an organization.

37.How does the use of MedDRA contribute to global pharmacovigilance efforts?
Answer: MedDRA's global standardization facilitates data exchange and collaboration
among different countries and organizations, enhancing the effectiveness of
pharmacovigilance worldwide.

38. Explain the concept of MedDRA hierarchy and how it impacts adverse event
reporting.

Answer: The hierarchical structure of MedDRA allows for the classification of adverse
events at different levels of detail. The choice of hierarchy level can affect data analysis
and signal detection.

39. What challenges or limitations might you encounter when using MedDRA in
pharmacovigilance?

Answer: Challenges may include the need for continuous updates, potential gaps in
terminology coverage, and ensuring consistent coding practices.

40. How can MedDRA evolve to meet the changing needs of pharmacovigilance in
the future?

Answer: MedDRA should continue to adapt to emerging medical concepts and
technologies, incorporate user feedback, and enhance interoperability with other coding
systems to remain effective in the future.

41. What is the primary goal of pharmacovigilance in clinical trials?

Answer: The primary goal of pharmacovigilance in clinical trials is to monitor and assess
the safety of investigational drugs to ensure the well-being of study participants and
provide data for regulatory submissions.

42.Canyou explain the key differences between pharmacovigilance in clinical trials
and post-marketing pharmacovigilance?

Answer: Clinical trial pharmacovigilance focuses on safety within the controlled
environment of a trial, whereas post-marketing pharmacovigilance monitors drug safety
in real-world patients after market approval.
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43. What are the key components of a clinical trial pharmacovigilance plan?
Answer: A clinical trial pharmacovigilance plan typically includes safety monitoring
procedures, adverse event reporting criteria, data collection and analysis methods, and
risk management strategies.

44. How are adverse events classified and graded in clinical trials, and why is this
important?

Answer: Adverse events are typically classified based on their severity and relationship
to the investigational drug. Grading helps prioritize safety concerns and determine
appropriate actions.

45. What is the role of the Data Safety Monitoring Board (DSMB) in clinical trial
pharmacovigilance?

Answer: The DSMB is an independent group responsible for reviewing safety data during
a clinical trial and making recommendations regarding trial continuation, modification,
or termination based on safety concerns.

46. Can you explain the concept of Serious Adverse Event (SAE) reporting in clinical
trials?

Answer: SAEs are adverse events that result in death, are life-threatening, require
hospitalization or prolongation of hospitalization, result in persistent or significant
disability, or are considered important medical events. They must be reported promptly
to regulatory authorities.

47. How do you ensure the quality and completeness of adverse event reporting in
a clinical trial?

Answer: Quality is ensured through standardized reporting procedures, training of trial
personnel, and regular monitoring. Completeness is ensured by capturing all relevant
safety information, including follow-up data.

48. What is the role of the Investigator's Brochure (IB) in clinical trial
pharmacovigilance?

Answer: The IB provides essential safety and efficacy information about the
investigational drug to investigators and serves as a reference for assessing and managing
adverse events during the trial.

49. How do you determine the causality of an adverse event in a clinical trial?
Answer: Causality assessment involves evaluating factors such as temporal relationship,
dose-response, and alternate explanations to determine if the investigational drug is
likely responsible for the event.

50. Explain the concept of risk minimization strategies in clinical trials.
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Answer: Risk minimization strategies in clinical trials include measures such as dose
titration, patient monitoring, and eligibility criteria to reduce the risk of adverse events
associated with the investigational drug.

51. What are the regulatory requirements for pharmacovigilance reporting in
clinical trials?

Answer: Regulatory requirements vary by region, but generally, clinical trials must
adhere to Good Clinical Practice (GCP) guidelines and report safety data to regulatory
authorities and ethics committees as specified.

52. How do you handle protocol amendments that impact pharmacovigilance in an
ongoing clinical trial?

Answer: Protocol amendments should be carefully reviewed, and any changes related to
pharmacovigilance, such as safety reporting procedures, should be communicated to all
relevant stakeholders and implemented promptly.

53. Can you explain the importance of safety data reconciliation between clinical
trial databases and pharmacovigilance databases?

Answer: Safety data reconciliation ensures that all adverse events reported in a trial are
properly documented and assessed for causality, allowing for accurate safety
assessments.

54. Describe the steps involved in conducting a benefit-risk assessment in a clinical
trial.

Answer: Benefit-risk assessments involve evaluating the therapeutic benefits and safety
risks associated with the investigational drug. This includes comparing adverse events to
the drug's intended benefits and considering the patient population.

55. How can patient-reported outcomes (PROs) be incorporated into clinical trial
pharmacovigilance?

Answer: PROs provide valuable patient perspectives on adverse events and can
complement clinical assessments. They can be collected as part of safety data in clinical
trials.

56. What role does the Investigational Medicinal Product Dossier (IMPD) play in
clinical trial pharmacovigilance?

Answer: The IMPD contains detailed information about the investigational drug,
including safety data, and serves as a reference document for regulatory authorities and
investigators.

57. How do you manage safety signals that emerge during a clinical trial?

Answer: Safety signals are investigated further through additional data analysis,
regulatory reporting, and, if necessary, risk minimization strategies, such as protocol
amendments or study termination.
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58. What are the ethical considerations in clinical trial pharmacovigilance?
Answer: Ethical considerations include ensuring informed consent, protecting patient
confidentiality, and maintaining participant safety while conducting pharmacovigilance
activities.

59. Can you provide an example of a challenging pharmacovigilance situation
you've encountered in a clinical trial and how you resolved it?

Answer: Offer a specific example from your experience that demonstrates your ability to
address complex safety issues in a clinical trial.

60. How do you stay updated on the latest developments in clinical trial
pharmacovigilance and regulatory requirements?

Answer: Staying updated involves regular review of regulatory guidelines, attending
conferences, participating in training, and networking with peers in the field.

61. What is the Code of Federal Regulations (CFR), and why is it important in
pharmacovigilance?
Answer: The CFR is a collection of rules and regulations issued by federal agencies,
including the FDA, in the United States. It is essential in pharmacovigilance because it
outlines the regulatory requirements for the development, approval, and post-marketing
surveillance of drugs.

62. How does Title 21 of the CFR specifically pertain to pharmacovigilance?
Answer: Title 21 of the CFR, also known as the "Food and Drugs" section, contains
regulations governing pharmaceuticals, including safety reporting requirements, good
pharmacovigilance practices, and clinical trial standards.

63. What are the specific CFR regulations related to adverse event reporting in
clinical trials?

Answer: CFR 21 Part 312 covers investigational new drug applications (INDs) and
outlines the requirements for reporting serious and unexpected adverse events in clinical
trials.

64. Can you explain the role of CFR 21 Part 314 in the pharmacovigilance process?
Answer: CFR 21 Part 314 outlines the requirements for new drug applications (NDAs)
and establishes post-marketing reporting obligations, including periodic safety reports
and adverse event reporting for marketed drugs.

65. What is CFR 21 Part 600, and how does it relate to pharmacovigilance?
Answer: CFR 21 Part 600 pertains to biological products and includes requirements for
safety reporting and adverse event monitoring for vaccines and other biological products.

66. How does CFR 21 Part 11 impact electronic records and signatures in

pharmacovigilance?
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Answer: CFR 21 Part 11 sets requirements for electronic records and electronic
signatures, ensuring the reliability, integrity, and authenticity of electronic data used in
pharmacovigilance activities.

67. What is the significance of CFR 21 Part 210 and CFR 21 Part 211 in
pharmaceutical manufacturing and pharmacovigilance?

Answer: CFR 21 Part 210 and Part 211 contain current Good Manufacturing Practices
(cGMP) regulations that apply to drug manufacturing, including quality control and
product testing, which are critical for drug safety.

68. How does CFR 21 Part 1271 apply to pharmacovigilance?

Answer: CFR 21 Part 1271 covers human cells, tissues, and cellular and tissue-based
products (HCT/Ps). It includes regulations related to donor eligibility and product safety,
which are relevant in pharmacovigilance when these products are used.

69. What actions can the FDA take if a pharmaceutical company fails to comply with
CFR regulations related to pharmacovigilance?

Answer: The FDA can take various enforcement actions, including warning letters, fines,
product recalls, suspension of clinical trials, or revocation of marketing authorizations, if
a company fails to comply with CFR regulations.

70. How can a pharmaceutical company ensure compliance with CFR regulations in
pharmacovigilance?

Answer: Ensuring compliance requires developing and implementing robust standard
operating procedures (SOPs), ongoing training, thorough documentation, and a
commitment to following FDA guidelines and updates.

71. What is Oracle Argus Safety, and how does it relate to pharmacovigilance?
Answer: Oracle Argus Safety is a pharmacovigilance software system used to manage the
collection, processing, and reporting of adverse event data for pharmaceutical products.
It helps organizations comply with regulatory requirements.

72. Can you explain the key features of Oracle Argus Safety?
Answer: Oracle Argus Safety offers features such as adverse event case management,
signal detection, regulatory reporting, risk management, and safety analytics.

73. How does Oracle Argus Safety assist in adverse event case processing?

Answer: Oracle Argus Safety streamlines adverse event case processing by providing
tools for data entry, causality assessment, follow-up management, and medical review,
ensuring efficient and accurate case handling.

74. Describe your experience with Oracle Argus Safety's signal detection
capabilities.
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Answer: Signal detection in Oracle Argus Safety involves using statistical algorithms to
identify potential safety signals from large volumes of adverse event data, enabling
proactive safety management.

75. How can Oracle Argus Safety help organizations comply with
pharmacovigilance regulations and reporting requirements?

Answer: Oracle Argus Safety provides predefined templates and workflows for
regulatory reporting, ensuring that adverse event reports are submitted accurately and
on time to meet regulatory obligations.

76. What is the role of Oracle Argus Safety in risk management and Risk Evaluation
and Mitigation Strategies (REMS)?

Answer: Oracle Argus Safety supports the implementation and monitoring of REMS by
providing tools for risk assessment, risk minimization, and tracking of REMS components.

77.How does Oracle Argus Safety ensure data security and compliance with privacy
regulations?

Answer: Oracle Argus Safety has robust security features, including user access controls,
audit trails, and encryption, to protect sensitive pharmacovigilance data and ensure
compliance with privacy regulations.

78. Can you describe your experience with configuring and customizing Oracle
Argus Safety to meet specific pharmacovigilance needs?

Answer: | have experience configuring Oracle Argus Safety to adapt to specific workflow
requirements, create custom reports, and implement unique data capture forms as
needed.

79. How does Oracle Argus Safety facilitate collaboration and communication
within pharmacovigilance teams?

Answer: Oracle Argus Safety offers features for team collaboration, such as shared case
folders, automated notifications, and workflow management, which enhance
communication and efficiency.

80. What are some of the common challenges you've encountered when working
with Oracle Argus Safety, and how have you overcome them?

Answer: Common challenges may include system upgrades, data migration, and ensuring
data accuracy. I've overcome these challenges by collaborating with IT teams, following
best practices, and conducting thorough testing and validation.

81. What is an Adverse Drug Reaction (ADR), and how do you differentiate it from
other drug-related events?

Answer: An ADR is a harmful and unintended response to a drug, occurring at normal
doses during the course of treatment. It differs from other drug-related events, such as
side effects, which may not be harmful or may be expected.
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82. Can you explain the various classifications of ADRs?

Answer: ADRs can be classified as Type A (predictable, dose-dependent), Type B
(idiosyncratic, unpredictable), Type C (chronic, long-term), and Type D (delayed). Each
type has distinct characteristics.

83. How do you determine the causality of an ADR?

Answer: Causality assessment involves evaluating factors like timing, dose-response
relationship, rechallenge, dechallenge, and the presence of alternative explanations to
determine if a drug likely caused the ADR.

84. What are the key components of an ADR report, and why are they important?
Answer: An ADR report typically includes patient information, drug details, ADR
description, and reporter information. These components are vital for proper
assessment, documentation, and follow-up.

85. How do you manage serious or unexpected ADRs in clinical trials?

Answer: Serious or unexpected ADRs require immediate reporting to regulatory
authorities, thorough investigation, assessment of causality, and, if necessary,
implementation of risk minimization measures or study protocol amendments.

86. Describe the process of signal detection for ADRs in post-marketing
pharmacovigilance.

Answer: Signal detection involves analyzing large datasets to identify potential safety
signals by using statistical methods, data mining, and epidemiological approaches.

87. How does pharmacovigilance contribute to preventing ADRs?

Answer: Pharmacovigilance plays a crucial role in preventing ADRs by continuously
monitoring and assessing drug safety, updating product labels, and implementing risk
minimization strategies.

88. Can you explain the importance of the MedDRA terminology in coding and
reporting ADRs?

Answer: MedDRA (Medical Dictionary for Regulatory Activities) provides standardized
terminology for ADRs, ensuring consistent and comprehensive coding and reporting of
adverse events.

89. How do you handle incomplete or unclear information in an ADR report?
Answer: When faced with incomplete or unclear information, I would follow up with
healthcare professionals or patients to gather additional details and ensure a
comprehensive assessment.

90. What is the role of the Pharmacovigilance Responsible Person (PRP) in
managing ADRs?

Answer: The PRP is responsible for overseeing pharmacovigilance activities, ensuring
ADR reporting compliance, and serving as a point of contact for regulatory authorities.
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91. Explain the differences between ADR reporting requirements in pre-marketing
and post-marketing pharmacovigilance.

Answer: Pre-marketing ADR reporting focuses on data from clinical trials, while post-
marketing reporting involves monitoring ADRs in real-world patients after a drug is
marketed.

92. How do you prioritize ADR reports when dealing with a large volume of data?
Answer: ADR reports are typically prioritized based on factors such as severity, potential
impact on patient safety, and regulatory reporting requirements, ensuring that critical
cases receive immediate attention.

93. What is a Periodic Safety Update Report (PSUR), and when is it required?
Answer: A PSUR is a comprehensive safety report that provides an overview of a drug's
safety profile. It is typically required for marketed drugs and submitted at regular
intervals to regulatory authorities.

94. Can you explain the concept of risk minimization in the context of ADRs?
Answer: Risk minimization strategies aim to reduce the occurrence and severity of
known risks associated with a drug. These strategies may include label updates, patient
education, or restricted distribution.

95. How do you ensure compliance with international pharmacovigilance
regulations when managing ADRs for a global drug product?

Answer: Compliance with international regulations involves understanding and
adhering to regulatory requirements in each region, conducting timely and accurate
reporting, and maintaining open communication with regulatory agencies.

96. Describe your experience with pharmacovigilance software and databases used
for ADR reporting and analysis.

Answer: | have experience with various pharmacovigilance databases such as Argus,
VigiBase, and EudraVigilance, as well as safety data management software for adverse
event reporting and signal detection.

97. How can healthcare professionals and patients contribute to ADR reporting,
and what is their role in pharmacovigilance?

Answer: Healthcare professionals and patients can report ADRs directly to regulatory
agencies or pharmaceutical companies. Their reports provide valuable real-world data
for pharmacovigilance.

98. Can you provide an example of a challenging ADR case you've encountered and
how you managed it?

Answer: Offer a specific example from your experience that demonstrates your ability to
handle complex ADR cases, including causality assessment and risk mitigation.
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99. What is the role of the International Conference on Harmonisation (ICH) in
harmonizing ADR reporting standards?

Answer: ICH develops guidelines that harmonize ADR reporting standards across
regions, promoting consistency and efficiency in drug safety assessments.

100. How do you stay updated on the latest developments and best practices in ADR
management and pharmacovigilance?

Answer: | stay updated by regularly reviewing regulatory guidelines, attending
conferences, participating in relevant training, and subscribing to pharmacovigilance
journals and newsletters.
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