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Regulatory Compliance Management

Audit and Inspection Management

AUDIT AND INSPECTION MANAGEMENT – KEY TERMS AND VOCABULARY

Audit Scope and Objectives
The audit scope defines the boundaries of an audit, specifying the processes, locations, and time periods
that will be examined. Clear objectives articulate what the audit intends to achieve, such as verifying
compliance with a specific regulation, assessing the effectiveness of internal controls, or identifying areas
for improvement. For example, an audit of a pharmaceutical manufacturing facility may have a scope limited
to the sterile‑processing area and an objective to confirm adherence to current Good Manufacturing
Practice (cGMP) requirements.

Audit Plan
An audit plan is a documented roadmap that outlines the audit schedule, resources, methodology, and
responsibilities. It includes the selection of audit team members, the timing of fieldwork, and the logistics
required for data collection. A well‑structured plan ensures that the audit is conducted efficiently and that
all relevant evidence is captured. In practice, the plan may schedule interviews with production supervisors,
review of batch records, and observation of equipment cleaning procedures.

Audit Team
The audit team consists of individuals with the appropriate expertise and independence to conduct the
audit. Roles typically include a lead auditor, subject‑matter experts, and a recorder. Independence is
essential; team members should not have direct responsibility for the area being audited to avoid conflicts
of interest. For instance, a quality assurance specialist who manages the document control system should
not audit that same system.

Audit Checklist
A checklist is a structured tool that lists the criteria, standards, and documents to be reviewed during the
audit. While checklists provide consistency, auditors must avoid using them as a “tick‑box” exercise; critical
thinking and professional judgment remain paramount. An example checklist for a medical device
inspection might include verification of design history files, risk management records, and post‑market
surveillance data.

Audit Evidence
Evidence is the factual information that supports audit findings. It can be documentary (e.g., SOPs, training
records), physical (e.g., product samples), or testimonial (e.g., interview responses). The quality of evidence is
judged by its relevance, reliability, and sufficiency. Auditors must collect evidence that is both objective and
verifiable, such as a calibrated temperature log that demonstrates compliance with storage requirements.
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Audit Finding
A finding is a documented observation that indicates a deviation from a requirement, a weakness in a
control, or an opportunity for improvement. Findings are classified by severity—often as minor, major, or
critical—to guide corrective actions. For example, a finding of an incomplete batch record may be classified
as a major finding because it directly impacts product traceability.

Corrective Action and Preventive Action (CAPA)
CAPA is a systematic approach to address audit findings and to prevent recurrence. A corrective action
resolves the immediate issue, while a preventive action tackles root causes to avoid future occurrences.
Effective CAPA programs include root‑cause analysis techniques such as the 5 Why’s or Fishbone diagram. A
practical CAPA might involve retraining personnel on aseptic technique (corrective) and revising the
cleaning validation protocol (preventive).

Root‑Cause Analysis (RCA)
RCA is a methodical process used to identify the underlying reasons for a non‑conformance. It goes beyond
surface‑level symptoms to uncover systemic issues. Tools commonly employed include Failure Mode and
Effects Analysis (FMEA), Pareto analysis, and cause‑and‑effect diagrams. An RCA might reveal that a
recurring temperature excursion is due to a malfunctioning sensor rather than operator error.

Non‑Conformance (NC)
A non‑conformance is any deviation from a specified requirement, whether regulatory, contractual, or
internal. NCs are recorded in a non‑conformance report (NCR) and must be investigated and resolved. In a
regulated environment, failure to address NCs promptly can result in enforcement actions. For instance, an
out‑of‑spec potency result in a drug batch constitutes an NC that triggers an investigation and potential
product hold.

Regulatory Requirement
A regulatory requirement is a rule, standard, or directive issued by a governing authority that an
organization must comply with. These can be statutory (laws), mandatory (regulations), or guidance
documents (e.g., FDA Guidance). Understanding the hierarchy and applicability of each requirement is
essential for accurate compliance assessment. An example is the requirement to maintain a sterility
assurance level of 10⁻⁶ for injectable products.

Compliance Gap
A compliance gap is the difference between the current state of an organization’s processes and the
expected state defined by regulatory requirements. Gap analysis helps prioritize remediation efforts. For
example, a gap analysis may reveal that a company’s risk management file lacks a documented risk
assessment for a newly introduced medical device.

Risk‑Based Audit (RBA)
Risk‑based auditing prioritizes audit activities based on the potential impact of identified risks. It allocates
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resources to high‑risk areas while reducing effort on low‑risk processes. RBA requires a robust risk
assessment framework to determine audit frequency and depth. A risk‑based audit schedule might focus
more frequently on sterile manufacturing lines than on packaging of non‑sterile products.

Continuous Monitoring
Continuous monitoring involves the real‑time or near‑real‑time collection and analysis of data to detect
deviations promptly. It complements periodic audits by providing ongoing assurance. Technologies such as
electronic batch records, sensor networks, and analytics dashboards facilitate continuous monitoring. An
example is the use of automated temperature monitoring with alarm thresholds that trigger immediate
corrective actions.

Inspection
An inspection is a formal, often regulatory, examination of facilities, processes, or records to verify
compliance with applicable laws. Inspections may be scheduled or unannounced and are typically
conducted by external authorities such as the FDA, EMA, or local health agencies. Inspections differ from
internal audits in that they are enforceable and may result in official findings or citations.

Inspection Readiness
Inspection readiness refers to the state of being prepared for an external inspection at any time. It involves
maintaining up‑to‑date documentation, training staff on inspection protocols, and conducting mock
inspections. Organizations that practice inspection readiness reduce the likelihood of surprise deficiencies.
For instance, a mock FDA inspection may involve role‑playing inspectors and evaluating the response of the
quality team.

Regulatory Agency
A regulatory agency is a governmental body that enforces laws and regulations within a specific industry.
Examples include the Food and Drug Administration (FDA) in the United States, the European Medicines
Agency (EMA), and the Medicines and Healthcare products Regulatory Agency (MHRA) in the United
Kingdom. Each agency has its own set of expectations, inspection procedures, and enforcement powers.

Regulatory Inspection Report (RIR)
After an inspection, the agency issues an RIR that outlines observations, findings, and any required actions.
The report may contain Form 483 observations (for FDA), warning letters, or other formal notices. Timely
and accurate response to an RIR is critical to mitigate enforcement risk. A typical response includes a written
corrective action plan that addresses each observation point‑by‑point.

Observation
An observation is a statement made by an inspector indicating a potential deviation from a regulatory
requirement. Observations are not automatically violations but require clarification and, if confirmed,
corrective action. For example, an inspector may observe that a batch record does not contain a required
signature and request evidence of corrective measures.
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Citation
A citation is a formal notice that an organization has violated a regulatory requirement. Citations can be
classified as minor, major, or critical, with associated penalties ranging from warning letters to product
seizures. The severity of a citation influences the organization’s remediation timeline and potential public
perception.

Warning Letter
A warning letter is a formal communication from a regulatory agency indicating serious non‑compliance
that must be corrected within a specified timeframe. It often precedes more severe enforcement actions if
the organization fails to respond adequately. A warning letter may demand a comprehensive CAPA plan, a
report on the status of ongoing investigations, and evidence of corrective measures.

Enforcement Action
Enforcement actions are measures taken by a regulatory agency to compel compliance. They may include
fines, product recalls, suspension of manufacturing licenses, or criminal prosecution. The likelihood of
enforcement increases with repeated or high‑impact violations. Understanding the potential consequences
of non‑compliance underscores the importance of robust audit and inspection management.

Recall
A recall is the removal of a product from the market due to safety concerns, quality defects, or regulatory
non‑compliance. Recalls can be voluntary or mandated by an agency. Effective recall management requires
clear communication channels, traceability systems, and rapid execution of corrective actions. An audit may
assess the adequacy of a company’s recall procedures and documentation.

Traceability
Traceability is the ability to track a product through all stages of production, processing, and distribution. It
is essential for effective recall and for demonstrating compliance with many regulatory standards.
Traceability systems often rely on unique identifiers such as batch numbers, serial numbers, or RFID tags.
Auditors verify that traceability records are complete, accurate, and readily accessible.

Standard Operating Procedure (SOP)
An SOP is a documented set of instructions that outlines how to perform a specific task in a consistent
manner. SOPs are a cornerstone of quality systems and are frequently examined during audits and
inspections. An SOP must be current, approved, and controlled through a document management system.
Auditors check that staff follow SOPs and that deviations are documented.

Document Control
Document control is the process of managing the creation, revision, distribution, and archiving of
documents to ensure that the most current version is used. Effective document control prevents the use of
obsolete procedures and supports regulatory compliance. Auditors evaluate the document control system
for proper versioning, approval signatures, and accessibility.
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Record Retention
Record retention policies dictate how long records must be kept to satisfy regulatory requirements.
Retention periods vary by jurisdiction and document type; for example, clinical trial data may need to be
retained for fifteen years, while manufacturing records might be held for ten years. Auditors verify that
records are stored securely, remain legible, and are retrievable for the required duration.

Quality Management System (QMS)
A QMS is an integrated set of processes, procedures, and resources needed to achieve quality objectives
and comply with regulations. It encompasses design control, production, testing, distribution, and
post‑market activities. Audits frequently assess the effectiveness of the QMS, focusing on areas such as
management review, internal audit, and continuous improvement.

Management Review
Management review is a periodic evaluation by senior leadership of the QMS performance, including audit
results, customer feedback, and process metrics. It provides an opportunity to identify strategic
improvements and allocate resources. Auditors may review minutes of management review meetings to
confirm that findings are addressed and that action items are tracked.

Key Performance Indicator (KPI)
KPIs are measurable values that demonstrate how effectively an organization is achieving its objectives. In
audit and inspection management, KPIs might include audit cycle time, number of findings per audit, time
to close CAPA, and percentage of inspections resulting in citations. Monitoring KPIs helps drive
performance improvement.

Continuous Improvement
Continuous improvement is an ongoing effort to enhance processes, products, and services. It is driven by
data, feedback, and systematic problem‑solving. Auditors look for evidence of continuous improvement
through trend analysis, corrective action effectiveness reviews, and implementation of best practices.

Process Validation
Process validation is the documented evidence that a process consistently produces a product meeting its
predetermined specifications. Validation is required for critical processes such as sterilization, aseptic filling,
and analytical testing. Auditors assess validation protocols, execution, and ongoing monitoring to ensure
sustained compliance.

Change Control
Change control is a formal procedure for evaluating, approving, and implementing changes that could
affect product quality or regulatory compliance. It includes impact assessment, documentation updates, and
training. Auditors verify that changes are appropriately controlled and that any resulting risks are mitigated.

Risk Management
Risk management involves identifying, assessing, controlling, and monitoring risks that could affect product
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safety, efficacy, or compliance. It is a regulatory expectation for many industries, especially medical devices,
where a risk management file (RMF) must be maintained. Auditors examine risk assessments, mitigation
strategies, and periodic reviews.

Design History File (DHF)
The DHF contains all records related to the design and development of a medical device, demonstrating
that the design was performed according to the design plan and regulatory requirements. It includes design
inputs, outputs, verification, validation, and design changes. Auditors review the DHF to ensure
completeness and traceability.

Technical File (TF) / Device Master Record (DMR)
The TF (EU) or DMR (US) is a compilation of documents that describe the device, its manufacturing
processes, specifications, and quality assurance procedures. It serves as the authoritative source for product
release. Auditors examine the TF/DMR for accuracy, completeness, and alignment with the actual product.

Product Release
Product release is the final step before a product is distributed, confirming that it meets all quality and
regulatory criteria. Release criteria may include review of batch records, test results, and compliance with
specifications. Auditors ensure that release processes are documented, controlled, and that only approved
products reach the market.

Batch Record
A batch record (or manufacturing record) documents the production history of a specific batch, including
raw material lot numbers, equipment used, process parameters, and test results. It provides traceability and
is a focal point of audits. Auditors check for completeness, accuracy, and signatures on batch records.

Deviation
A deviation is an unplanned departure from an approved procedure or specification. Deviations must be
recorded, investigated, and, when appropriate, addressed through CAPA. Auditors assess deviation handling
to ensure that root causes are identified and corrective actions are implemented.

Lot Release
Lot release is the authorization to distribute a batch after confirming that it complies with all quality and
regulatory requirements. It typically involves a final review of the batch record, test results, and any
deviations. Auditors verify that lot release decisions are documented and supported by appropriate
evidence.

Supplier Qualification
Supplier qualification is the process of evaluating and approving external vendors to ensure they can
provide goods or services that meet quality and regulatory standards. It includes audits, performance
monitoring, and risk assessments. Auditors examine supplier qualification files, audit reports, and ongoing
performance data.

Read online: https://certificates.gsbf.co.uk/guides/5399829/audit-and-
inspection-management

Greenwich School of Business and Finance · 02 Jul 2026



G U I D E

Supplier Audits
Supplier audits are systematic examinations of a supplier’s processes, facilities, and compliance status. They
may be performed on‑site or remotely and can be scheduled or triggered by a quality incident. Auditors
assess the effectiveness of supplier audit programs and the follow‑up actions taken.

Supply Chain Risk Management
Supply chain risk management identifies and mitigates risks associated with sourcing, logistics, and
distribution. It includes contingency planning, dual‑sourcing strategies, and monitoring of critical suppliers.
Auditors evaluate the robustness of supply chain risk management practices.

Good Manufacturing Practice (GMP)
GMP is a set of regulations that require manufacturers to ensure products are consistently produced and
controlled according to quality standards. GMP covers all aspects of production, from raw materials to
personnel hygiene. Auditors assess GMP compliance through facility tours, documentation review, and
observation of practices.

Good Clinical Practice (GCP)
GCP is an international ethical and scientific quality standard for designing, conducting, recording, and
reporting clinical trials. It protects trial participants and ensures data integrity. Auditors review trial
protocols, informed consent forms, monitoring reports, and adverse event handling.

Good Laboratory Practice (GLP)
GLP governs the conduct of non‑clinical laboratory studies, ensuring reliability and reproducibility of data. It
includes requirements for study planning, conduct, documentation, and archiving. Auditors examine GLP
compliance by reviewing study plans, raw data, and quality control procedures.

Good Distribution Practice (GDP)
GDP focuses on the proper handling, storage, and transportation of pharmaceutical products throughout
the supply chain. It ensures that products maintain their quality and efficacy until they reach the patient.
Auditors verify temperature control, documentation, and traceability in distribution activities.

Regulatory Submission
A regulatory submission is a formal package of data and documentation submitted to an agency for
product approval or change notification. It may include dossiers such as New Drug Applications (NDA),
Marketing Authorization Applications (MAA), or Premarket Notifications (510(k)). Auditors assess the
completeness, accuracy, and alignment of submissions with regulatory expectations.

Post‑Market Surveillance (PMS)
PMS is the systematic monitoring of a product’s performance after it has entered the market. It includes
adverse event reporting, complaint handling, and periodic safety updates. Auditors evaluate PMS programs
for effectiveness, data collection, and timely reporting.
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Adverse Event (AE) Reporting
AE reporting involves documenting and communicating any undesirable experience associated with a
product. Timely reporting to regulators is mandatory and may trigger investigations or recalls. Auditors
assess the AE reporting process, database integrity, and corrective actions taken.

Complaint Handling
Complaint handling is the process of receiving, evaluating, investigating, and responding to product-related
complaints. A robust complaint system includes classification, root‑cause analysis, and CAPA. Auditors
review complaint logs, investigation reports, and trend analysis.

Trend Analysis
Trend analysis uses statistical methods to identify patterns or shifts in data over time, such as increasing
defect rates or recurring audit findings. It supports proactive risk management and continuous
improvement. Auditors examine trend analysis reports to assess the organization’s ability to anticipate and
mitigate issues.

Statistical Process Control (SPC)
SPC is a methodology that uses statistical tools to monitor and control a process, ensuring it operates
within predefined limits. Control charts, process capability indices, and variance analysis are common SPC
tools. Auditors verify that SPC is applied appropriately and that out‑of‑control signals are investigated.

Quality Risk Management (QRM)
QRM integrates risk assessment into quality processes, allowing organizations to allocate resources based
on risk significance. It often follows the ISO 14971 standard for medical devices. Auditors assess QRM
documentation, risk mitigation plans, and effectiveness reviews.

Audit Trail
An audit trail is a chronological record that documents the sequence of activities affecting a system,
product, or data set. It provides transparency and accountability, especially in electronic systems. Auditors
review audit trails to confirm that changes are traceable and authorized.

Electronic Records (e‑records)
e‑records are digital equivalents of paper documents, stored in an electronic format. They must meet
criteria for authenticity, integrity, and accessibility, as defined by regulations such as 21 CFR Part 11. Auditors
assess e‑record systems for security controls, backup procedures, and auditability.

Electronic Signature (e‑signature)
An e‑signature is an electronic equivalent of a handwritten signature, used to sign documents in a
compliant manner. It must meet requirements for identity verification, non‑repudiation, and auditability.
Auditors verify that e‑signature implementations meet regulatory standards.

Validation (Software)
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Software validation confirms that a computer system performs its intended functions correctly and reliably.
It includes requirements definition, testing, and documentation. Auditors review validation protocols, test
scripts, and results to ensure compliance with regulatory expectations.

Data Integrity
Data integrity refers to the completeness, accuracy, and consistency of data throughout its lifecycle. It is a
critical element of compliance, especially in regulated industries. Auditors evaluate controls such as access
restrictions, change controls, and backup procedures to protect data integrity.

Good Documentation Practice (GDP)
GDP is a set of principles governing the creation, modification, and archiving of documents to ensure they
are accurate, legible, and traceable. It emphasizes consistent formatting, proper approvals, and controlled
distribution. Auditors check for compliance with GDP in records such as batch logs and SOPs.

Training and Competency
Training ensures that personnel possess the knowledge and skills required to perform their duties.
Competency assessments validate that training has been effective. Auditors verify training records,
competency evaluations, and ongoing refresher programs.

Qualification (IQ/OQ/PQ)
Qualification includes Installation Qualification (IQ), Operational Qualification (OQ), and Performance
Qualification (PQ). IQ confirms equipment is installed correctly; OQ verifies it operates within specifications;
PQ demonstrates it consistently produces the intended results. Auditors review qualification protocols, test
results, and sign‑offs.

Calibration
Calibration is the process of verifying and adjusting the accuracy of measurement equipment against a
known standard. A calibration schedule and certificates are essential for maintaining measurement
reliability. Auditors examine calibration records, traceability to national standards, and corrective actions for
out‑of‑tolerance instruments.

Environmental Monitoring
Environmental monitoring tracks conditions such as temperature, humidity, particulate levels, and microbial
contamination in manufacturing and storage areas. It supports product quality and compliance with GMP.
Auditors assess monitoring plans, data trends, and corrective actions for excursions.

Cleaning Validation
Cleaning validation demonstrates that cleaning procedures effectively remove residues, contaminants, and
microorganisms to predefined limits. It involves establishing acceptance criteria, sampling plans, and
analytical methods. Auditors review cleaning validation reports, swab results, and trend data.

Process Capability (Cp/Cpk)
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Process capability indices quantify how well a process can produce output within specification limits. Cp
measures potential capability; Cpk accounts for process centering. Auditors evaluate capability studies to
determine if processes are statistically capable.

Deviation Management System
A deviation management system is a structured approach to capture, investigate, and resolve deviations. It
integrates with CAPA, change control, and quality metrics. Auditors assess the system’s ability to prioritize
deviations based on risk and to track closure status.

Risk Assessment Matrix
A risk assessment matrix plots the likelihood of an event against its severity, resulting in a risk rating (e.g.,
low, medium, high). It guides decision‑making for mitigation strategies. Auditors review matrices to ensure
appropriate risk prioritization.

Stakeholder Engagement
Stakeholder engagement involves communicating and collaborating with internal and external parties, such
as regulators, customers, suppliers, and employees. Effective engagement enhances transparency and
facilitates smoother audits and inspections. Auditors may interview stakeholders to gauge the effectiveness
of communication channels.

Regulatory Intelligence
Regulatory intelligence is the systematic collection and analysis of current and emerging regulations,
guidance, and policies. It enables organizations to anticipate changes and adapt compliance strategies.
Auditors assess how regulatory intelligence is captured, disseminated, and acted upon.

Compliance Dashboard
A compliance dashboard visualizes key compliance metrics, audit findings, CAPA status, and risk indicators
in a single view. It supports senior management in monitoring compliance health. Auditors may review
dashboard design, data sources, and update frequency.

Audit Frequency Determination
Determining audit frequency involves evaluating factors such as product risk, historical performance,
regulatory expectations, and resource availability. A risk‑based approach may result in more frequent audits
of high‑risk processes. Auditors examine the rationale and documentation supporting audit scheduling
decisions.

Audit Report
The audit report summarizes the scope, methodology, findings, conclusions, and recommendations of an
audit. It must be clear, concise, and supported by evidence. Auditors verify that audit reports are reviewed,
communicated to relevant parties, and that corrective actions are tracked.

Audit Follow‑Up
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Audit follow‑up ensures that identified findings are addressed, corrective actions are implemented, and
effectiveness is verified. It may involve re‑auditing specific areas or reviewing CAPA closure documentation.
Auditors assess the timeliness and completeness of follow‑up activities.

Inspection Preparation Checklist
An inspection preparation checklist outlines the tasks required to ready an organization for an external
inspection. It may include document retrieval, staff briefings, mock walkthroughs, and equipment checks.
Auditors review the checklist to confirm thorough preparation.

Inspection Team
The inspection team comprises inspectors from the regulatory agency who conduct the examination. Team
composition varies based on the scope and complexity of the product. Auditors may analyze inspection
team qualifications and the consistency of their findings.

Inspection Findings Classification
Findings are classified to reflect their seriousness and impact. Common classifications include observation
(minor), non‑compliance (major), and critical deficiency (critical). Classification influences the required
response time and enforcement risk. Auditors evaluate whether findings are appropriately classified.

Inspection Response Plan
An inspection response plan details the steps an organization will take to address inspection findings,
including timelines, responsibilities, and documentation requirements. It is typically submitted to the
regulator within a specified period. Auditors assess the adequacy and feasibility of response plans.

Regulatory Compliance Program
A regulatory compliance program is a comprehensive framework that aligns policies, procedures, training,
monitoring, and auditing to meet regulatory obligations. It integrates risk management, documentation,
and continuous improvement. Auditors review the program’s structure, governance, and performance
metrics.

Compliance Culture
Compliance culture reflects the attitudes, values, and behaviors that influence how an organization
approaches regulatory obligations. A strong compliance culture encourages transparency, proactive risk
identification, and ethical decision‑making. Auditors may assess culture through surveys, interviews, and
observation of daily practices.

Regulatory Audits vs. Internal Audits
Regulatory audits are conducted by external authorities to verify compliance with statutory requirements,
whereas internal audits are performed by the organization to evaluate its own processes. Both types share
methodologies, but regulatory audits carry enforcement authority. Auditors compare the scope and depth
of each to ensure alignment.
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Audit Management Software
Audit management software automates planning, execution, reporting, and tracking of audit activities.
Features may include checklist templates, evidence capture, CAPA integration, and analytics. Auditors
evaluate the software’s functionality, security, and user adoption.

Inspection Management Software
Inspection management software supports scheduling, resource allocation, finding documentation, and
response tracking for external inspections. It may also integrate with document control and CAPA systems.
Auditors assess the system’s ability to generate accurate inspection readiness reports.

Risk Register
A risk register is a living document that records identified risks, their assessment, mitigation actions, owners,
and status. It provides a centralized view of risk exposure across the organization. Auditors review the risk
register for completeness, prioritization, and follow‑through on mitigation plans.

Supplier Risk Assessment
Supplier risk assessment evaluates the potential impact of a supplier’s failure on product quality and
compliance. It considers factors such as financial stability, regulatory history, and process capability.
Auditors examine supplier risk assessment reports and the actions taken to address identified risks.

Regulatory Gap Analysis Report
A regulatory gap analysis report outlines the differences between current practices and regulatory
expectations, providing a roadmap for remediation. It includes prioritized recommendations, timelines, and
responsible parties. Auditors verify that gap analysis findings are addressed in subsequent audits.

Process Mapping
Process mapping visually depicts the flow of activities, inputs, and outputs within a process. It helps identify
redundancies, bottlenecks, and control points. Auditors may use process maps to understand the scope of
an audit and to locate potential risk areas.

Failure Mode and Effects Analysis (FMEA)
FMEA is a systematic technique for identifying potential failure modes, assessing their effects, and
prioritizing mitigation actions based on severity, occurrence, and detection. It is widely used in design and
process development. Auditors review completed FMEAs to ensure thorough risk evaluation.

Design Controls
Design controls are systematic procedures applied during product development to ensure that design
outputs meet design inputs and regulatory requirements. They include design planning, input, output,
review, verification, validation, and changes. Auditors examine design control documentation for
completeness and traceability.

Change Management Process
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A change management process governs how modifications to processes, equipment, or documents are
evaluated, approved, implemented, and communicated. It ensures that changes do not adversely affect
product quality or compliance. Auditors assess the rigor of change assessment, impact analysis, and
post‑implementation review.

Regulatory Submission Lifecycle
The regulatory submission lifecycle encompasses pre‑submission planning, dossier preparation, agency
interaction, review, approval, and post‑approval maintenance. Each phase requires specific documentation
and communication. Auditors may review the lifecycle management to confirm that all milestones are met
and documented.

Pharmacovigilance
Pharmacovigilance is the science and activities related to the detection, assessment, understanding, and
prevention of adverse effects of medicines. It involves systematic data collection, signal detection, and risk
communication. Auditors evaluate pharmacovigilance systems for compliance with regulations such as
FDA’s MedWatch and EMA’s EudraVigilance.

Lot Release Testing
Lot release testing verifies that a manufactured batch meets all quality specifications before it is released for
distribution. Tests may include potency, sterility, endotoxin, and physical characteristics. Auditors verify that
test methods are validated, that results are within acceptance criteria, and that any out‑of‑specification
results are investigated.

Stability Testing
Stability testing assesses how the quality of a product changes over time under various environmental
conditions. It supports shelf‑life determination and labeling claims. Auditors examine stability protocols,
data trends, and the impact of any deviations on product expiration dating.

Regulatory Submission Dossier
A submission dossier compiles all data, analyses, and supporting documents required for regulatory
approval. It may consist of modules such as Module 1 (administrative information), Module 2 (summaries),
Module 3 (quality), Module 4 (non‑clinical), and Module 5 (clinical). Auditors review dossier organization for
compliance with the applicable electronic submission format (e.g., eCTD).

Electronic Common Technical Document (eCTD)
eCTD is the standard format for electronic regulatory submissions, enabling structured navigation, version
control, and traceability. It consists of a hierarchical folder structure with XML manifest files. Auditors verify
that eCTD submissions conform to technical specifications and contain all required modules.

Regulatory Submission Review Process
The regulatory submission review process involves internal peer review, regulatory affairs sign‑off, and final
submission to the agency. It includes cross‑functional collaboration among quality, manufacturing, clinical,
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and regulatory teams. Auditors assess the robustness of the review process, including sign‑off matrices and
documented review comments.

Regulatory Inspection Readiness Assessment (RIRA)
RIRA is a systematic evaluation of an organization’s preparedness for a regulatory inspection. It examines
documentation, personnel readiness, facility condition, and response procedures. Auditors may conduct
RIRAs to identify gaps before an actual inspection occurs.

Regulatory Reporting Obligations
Regulatory reporting obligations encompass periodic submissions (e.g., annual reports), event‑driven
notifications (e.g., serious adverse events), and status updates (e.g., changes in manufacturing sites). Failure
to meet reporting timelines can result in enforcement actions. Auditors verify that reporting calendars are
maintained and that submissions are filed on schedule.

Compliance Metrics
Compliance metrics are quantitative indicators used to monitor regulatory performance. Examples include
the number of audit findings per audit, average CAPA closure time, percentage of inspections with no
citations, and rate of product recalls. Auditors review metric trends to assess the effectiveness of compliance
programs.

Audit Scope Expansion
Audit scope expansion occurs when findings in one area reveal broader systemic issues, prompting auditors
to broaden the audit coverage. This may involve additional process reviews or facility tours. Auditors must
document the rationale for expansion and ensure that additional resources are allocated.

Audit Sampling
Audit sampling determines the subset of items, records, or events examined to draw conclusions about the
entire population. Techniques include statistical sampling, judgmental sampling, and attribute sampling.
Auditors select samples based on risk, materiality, and audit objectives.

Audit Sampling Plan
A sampling plan outlines the methodology, sample size, selection criteria, and acceptance limits for an
audit. It provides a structured approach to ensure representativeness and statistical validity. Auditors
develop sampling plans that align with regulatory guidance and internal policies.

Audit Acceptance Criteria
Acceptance criteria define the thresholds for determining whether a sample or process meets the required
specifications. They may be based on regulatory limits, internal specifications, or statistical confidence
intervals. Auditors assess whether acceptance criteria are appropriate and consistently applied.

Audit Evidence Evaluation
Audit evidence evaluation involves assessing the sufficiency and appropriateness of collected data to
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support findings. Auditors consider the source, reliability, and relevance of each piece of evidence. They
may use triangulation—corroborating evidence from multiple sources—to strengthen conclusions.

Audit Documentation Retention
Audit documentation must be retained for a period defined by regulatory requirements or organizational
policy. This includes audit plans, checklists, evidence, findings, and corrective action records. Auditors verify
that documentation is stored securely, indexed, and retrievable.

Audit Independence
Audit independence ensures that auditors are free from bias and undue influence when conducting
assessments. Independence can be organizational (reporting to a different function) and technical (lack of
direct involvement in the audited area). Auditors confirm independence through organizational charts and
conflict‑of‑interest declarations.

Audit Objectivity
Audit objectivity refers to the impartial and unbiased attitude of auditors when evaluating evidence and
forming conclusions. It is maintained through adherence to professional standards, consistent
methodology, and transparent documentation. Auditors demonstrate objectivity by providing
evidence‑based findings.

Audit Professional Standards
Audit professional standards are guidelines established by bodies such as the International Organization for
Standardization (ISO), the Institute of Internal Auditors (IIA), and regulatory agencies. They define principles
for planning, execution, reporting, and follow‑up. Auditors align their practices with these standards to
ensure credibility.

Audit Findings Reporting Template
A findings reporting template standardizes the presentation of audit observations, including sections for
description, reference to requirement, severity rating, evidence, and recommended corrective action. Using
a template promotes consistency and facilitates regulator review. Auditors ensure that each finding is
documented using the approved template.

Audit Follow‑Up Schedule
The follow‑up schedule outlines the timeline for verifying corrective actions, re‑auditing specific areas, and
closing findings. It assigns responsibilities and dates for each step. Auditors track the schedule to ensure
timely closure of findings and to prevent recurrence.

Audit Closure Criteria
Audit closure criteria define the conditions under which an audit is considered complete. This typically
includes verification that all findings have been addressed, corrective actions have been implemented, and
effectiveness has been confirmed. Auditors certify closure when all criteria are met.
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Audit Effectiveness Review
An audit effectiveness review evaluates whether the audit achieved its objectives, contributed to risk
mitigation, and added value to the organization. It may involve stakeholder feedback, analysis of findings
trends, and assessment of corrective action impact. Auditors conduct effectiveness reviews to refine future
audit planning.

Audit Process Improvement
Audit process improvement involves analyzing audit performance data to identify inefficiencies, bottlenecks,
or gaps, and implementing enhancements. This may include adopting new technologies, revising checklists,
or providing additional auditor training. Auditors monitor improvement initiatives to gauge their impact on
audit quality.

Inspection Logistics
Inspection logistics encompass travel arrangements, site access coordination, equipment preparation, and
documentation delivery for inspectors. Proper logistics ensure that inspections proceed smoothly without
unnecessary delays. Auditors may assist in logistics planning to demonstrate organizational competence.

Inspection Observation Documentation
Inspection observation documentation records the details of each observation made by an inspector,
including the location, description, relevant standard, and supporting evidence. Accurate documentation
facilitates transparent communication and efficient response. Auditors review observation records for
completeness.

Inspection Response Letter
The inspection response letter is the organization’s formal reply to an inspection observation, outlining the
root cause, corrective actions, and timeline for implementation. It may be submitted electronically or in hard
copy, depending on agency requirements. Auditors draft response letters that align with regulatory
expectations.

Inspection Follow‑Up Report
The inspection follow‑up report provides evidence that corrective actions have been executed and are
effective. It includes updated documentation, verification data, and a summary of any residual risks.
Auditors prepare follow‑up reports to close inspection findings.

Inspection Closure Meeting
An inspection closure meeting is a final discussion between the inspected organization and the regulatory
agency to review findings, corrective actions, and any remaining concerns. It may result in a formal closure
letter. Auditors participate in closure meetings to ensure that all issues are addressed.

Regulatory Enforcement History
Regulatory enforcement history tracks past enforcement actions, such as warning letters, fines, or product
seizures. Understanding this history helps organizations anticipate potential scrutiny areas and prioritize
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compliance improvements. Auditors review enforcement history to identify patterns and lessons learned.

Regulatory Compliance Dashboard
A regulatory compliance dashboard aggregates key compliance indicators, such as audit findings, CAPA
status, inspection outcomes, and training compliance, into a visual format for senior management. It
enables rapid assessment of compliance health. Auditors verify that data feeding the dashboard is accurate
and up‑to‑date.

Regulatory Change Impact Assessment
Regulatory change impact assessment evaluates how new or revised regulations affect existing processes,
documentation, and product specifications. It involves gap analysis, risk assessment, and action planning.
Auditors conduct impact assessments to ensure timely adaptation to regulatory updates.

Regulatory Compliance Risk Register
The regulatory compliance risk register consolidates identified compliance risks, their likelihood, impact,
mitigation strategies, and ownership. It serves as a central reference for monitoring and managing
compliance risk. Auditors review the register for completeness and alignment with organizational risk
appetite.

Regulatory Compliance Training Matrix
A training matrix maps required compliance training to job roles, indicating completion status, expiration
dates, and competency levels. It helps ensure that personnel are qualified to perform regulated activities.
Auditors assess the matrix for coverage gaps and overdue training.

Regulatory Documentation Lifecycle
The documentation lifecycle encompasses creation, review, approval, distribution, revision, archiving, and
disposal of regulatory documents. Each phase must be controlled to maintain document integrity. Auditors
evaluate lifecycle management to confirm compliance with document control standards.

Regulatory Auditable Areas
Auditable areas are specific functions or processes that are subject to audit due to their impact on product
quality and compliance. Common auditable areas include manufacturing, quality control, supply chain,
clinical trials, and post‑market activities. Auditors prioritize auditable areas based on risk assessments.

Regulatory Inspection Frequency
Inspection frequency is determined by factors such as product risk, manufacturing complexity, historical
compliance performance, and regulatory expectations. High‑risk products may be inspected annually, while
low‑risk products may have longer intervals. Auditors monitor inspection frequency to ensure alignment
with risk‑based strategies.

Regulatory Compliance Self‑Assessment
A self‑assessment is an internal evaluation of compliance status against regulatory requirements, often
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conducted periodically. It helps identify gaps before external audits or inspections. Auditors facilitate
self‑assessments by providing checklists, scoring criteria, and reporting templates.

Regulatory Compliance Gap Closure Plan
A gap closure plan outlines the specific actions, resources, and timelines required to remediate identified
compliance gaps. It assigns owners and includes milestones for progress tracking. Auditors oversee the
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