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Outlines

ORWN

Regulatory Compliance & Legal Requirements
International & Technical Standards

Efficacy & Performance Testing

Safety & Risk Management

Documentation & Quality Audit



Overview of Regulatory
Frameworks




T Key Regulatory Bodies and Their Roles

International Regulatory National Regulatory
Agencies Authorities
Organizations that set global Government entities responsible

standards and guidelines to for enforcing laws and
ensure cross- border regulatory regulations within specific
compliance and cooperation. countries to protect public and

market interests.



Compliance Requirements for Businesses

Documentation and
Reporting Standards

Mandatory formats and
contents for reports and
records that businesses
must maintain to meet

regulatory expectations.

Timelines and
Submission Processes

Specific deadlines and
procedural steps
businesses must follow to
submit required
compliance documents

timely and accurately.



Types and Methods of Efficacy Testing

In Vitro and In Vivo Testing Approaches

Laboratory- based experiments and live subject testing methods
essential for evaluating product effectiveness and safety.

Clinical Trial Desigh and Implementation

Structured protocols for human studies ensuring reliable data on
product efficacy under controlled conditions.



International & Technical
Standards




Impact of Efficacy Testing on Market Approval

Risk Management and Post-Market
Surveillance

| Evaluation Criteria and Decision-
L Making



_J Facilitating Global Trade

Promoting Market Access

Adherence to international standards simplifies entry into new

markets by meeting recognized criteria.

Reducing Technical Barriers

Standardized technical requirements eliminate inconsistencies

that hinder cross- border commerce and product acceptance.




'_) Ensuring Product Quality and Safety

Harmonizing Quality Requirements

Uniform quality benchmarks ensure consistent

product performance across different regions

Minimizing Risks and Liability
Compliance with standards helps prevent defects,

reducing legal exposure and safeguarding brand

reputation.



Driving Innovation and Competitiveness

Encouraging Technological
Development

Standards create a framework for
innovation by defining clear,
achievable technical goals for

businesses.

Enabling Interoperability and
Compatibility

Technical consistency ensures
products and services work
seamlessly within global supply

chains.



'_) Supporting Regulatory Compliance




Efficacy & Performance Testing




Importance in Business Context

reliable application
performance to improve
customer satisfaction and
retention.

Enhancing User
Experience

Focuses on delivering fast,

|dentifies potential system

failures early to prevent costly

downtime and maintain
business continuity.

Reducing Operational
Risks



Key Performance Metrics

Response Time and Throughput

Measures how quickly transactions
are processed and the volume
handled within a given time frame.

Resource Utilization and
Scalability

Evaluates system efficiency under
load and the ability to grow with
increasing user demand.



. Implementation Strategies

Load and Stress Testing Automation and Tool
Techniques Selection

35 ollo

Applies controlled stress to systems Utilizes automated testing tools to
to assess behavior under peak and increase efficiency, accuracy, and

beyond- peak conditions. repeatability in performance testing.




Measuring and Analyzing Results

Benchmarking and Reporting Continuous Improvement Processes

Incorporates test results to refine system
performance through iterative
development and optimization.

Compares performance against industry
standards and documents findings for
stakeholder review.



Safety & Risk Management




“ldentifying and Assessing Risks

Types of Safety Risks in Business Risk Assessment Techniques
Various safety risks include physical Methods such as qualitative
hazards, operational failures, and analysis, quantitative analysis, and
environmental threats impacting risk matrix application to evaluate

business continuity. potential safety risks.



Implementing Control Measures

Risk Mitigation
Strategies

Approaches like
engineering controls,
administrative policies,
and employee training
to reduce identified

safety risks.

Monitoring and
Review Processes

Continuous tracking and
evaluation of risk
controls to ensure
effectiveness and
compliance with safety

standards.



Benefits and Challenges in Business Context

Enhancing Operational

Safety and Compliance

. Improved safety measures lead to reduced
incidents, regulatory compliance, and
enhanced reputation in the market.
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Overcoming Barriers to Risk =T 1. " Fo 8
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Addressing challenges such as resource 1
limitations, cultural resistance, and lack of

awareness in organizations.



International & Technical
Standards




Audit Preparation and Planning

Defining Audit
Objectives

Establish clear goals to
evaluate documentation
effectiveness and
alignment with business

standards.

Selecting
Documentatio

n Samples

Choose representative
samples covering
various document types
and processes for

comprehensive review.



Accuracy and
Completeness

Assess whether
documentation is
factually correct and
includes all necessary
information for usability.

Evaluation Criteria and Metrics

v
Consistency and Compliance

Verify uniformity across documents and
adherence to regulatory and organizational
requirements.



Conducting the Audit

Reviewing Documentation Processes

Examine workflows and controls involved in

document creation, review, and approval stages.

Identifying Non-Conformities and Risks

Detect deviations from standards and potential risks

that could impact business operations.




Reporting and Follow-up

Documenting _ Implementing

Audit Findings Corrective
Actions

Develop and monitor
action plans to
address identified
gaps and enhance
documentation
quality.

Record detailed
observations with
evidence to support
improvement
initiatives and
accountability.




