Regulatory Affairs in Animal Health Training Course

Professional Development Training Course Outline

Veterinary and Animal

Category Duration 10 Days

Science

Online / On-site

Base Fee $3,000 USD Delivery Mode ,
Hybrid

Course Introduction

Regulatory Affairs in Animal Health Training Course is designed to equip professionals with comprehensive
knowledge and practical skills essential for navigating the complex regulatory landscape of the animal
health industry. This program emphasizes global compliance, veterinary product registration, and risk
management strategies while fostering proficiency in regulatory intelligence, dossier preparation, and post-
marketing surveillance. Participants will gain hands-on experience with real-world case studies, ensuring
they are industry-ready to meet evolving standards and streamline approval processes.

With the increasing demand for innovative animal health products, regulatory professionals must stay
updated on emerging trends, including digital submission platforms, pharmacovigilance, and global
harmonization of guidelines. This training blends interactive workshops, case-based learning, and scenario
simulations to reinforce critical thinking, problem-solving, and regulatory strategy development. By the end
of the course, participants will be confident in driving regulatory compliance, accelerating market access,
and supporting sustainable animal health solutions worldwide.

Programme Curriculum

Regulatory Affairs in Animal Health Training Course
Introduction

Regulatory Affairs in Animal Health Training Course is designed to equip professionals with comprehensive
knowledge and practical skills essential for navigating the complex regulatory landscape of the animal health
industry. This program emphasizes global compliance, veterinary product registration, and risk management
strategies while fostering proficiency in regulatory intelligence, dossier preparation, and post-marketing
surveillance. Participants will gain hands-on experience with real-world case studies, ensuring they are
industry-ready to meet evolving standards and streamline approval processes.



With the increasing demand for innovative animal health products, regulatory professionals must stay updated
on emerging trends, including digital submission platforms, pharmacovigilance, and global harmonization of
guidelines. This training blends interactive workshops, case-based learning, and scenario simulations to
reinforce critical thinking, problem-solving, and regulatory strategy development. By the end of the course,
participants will be confident in driving regulatory compliance, accelerating market access, and supporting
sustainable animal health solutions worldwide.

Curse Duration
10 days
Course Objectives

Understand global regulatory frameworks for veterinary products.
Master product registration strategies in key markets.

Gain proficiency in Good Manufacturing Practices (GMP) compliance.
Learn risk assessment and pharmacovigilance in animal health.
Navigate digital dossier submissions and eCTD standards.

Develop skills in labeling, packaging, and claims compliance.
Analyze regulatory intelligence for strategic decision-making.

Apply case studies to real-world regulatory scenarios.

Understand veterinary drug development lifecycle requirements.
Ensure compliance with environmental and safety regulations.

. Improve cross-functional collaboration with R&D, QA, and marketing.
. Manage post-market surveillance and adverse event reporting.

. Stay updated on emerging trends in animal health regulatory affairs.
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Target Audience

Regulatory Affairs Professionals in animal health
Quality Assurance Managers

Veterinary Product Development Specialists
Compliance Officers

Clinical Research Coordinators
Pharmacovigilance Officers

Animal Health Consultants

Veterinary Industry Project Managers
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Course Modules
Module 1: Introduction to Animal Health Regulatory Affairs

e Overview of global regulatory landscape

Key regulatory bodies and agencies

Types of veterinary products and classification

Approval pathways and timelines

Case Study: Comparing FDA vs. EMA approval processes

Module 2: Regulatory Frameworks by Region

e North America regulations
e European Union veterinary directives



¢ Asia-Pacific compliance requirements
e Emerging market considerations
e Case Study: Multi-country registration strategy

Module 3: Product Registration Strategy

e Regulatory submission planning

e Document and dossier preparation

o Lifecycle management of submissions

e Approval acceleration techniques

e Case Study: Successful registration of a novel vaccine

Module 4: Good Manufacturing Practices (GMP)

e GMP standards for veterinary products

Compliance audits and inspections

Documentation and record-keeping

Quality control strategies

Case Study: Addressing GMP non-compliance issues

Module 5: Pharmacovigilance & Risk Management

e Adverse event reporting requirements

¢ Risk assessment frameworks

Safety monitoring plans

Compliance with local and global standards

Case Study: Post-market surveillance of a new antiparasitic

Module 6: Digital Submission & eCTD

e eCTD submission standards

o Software tools for regulatory submissions

e Data validation and integrity checks

e Submission tracking and updates

e Case Study: Implementing digital submission for multi-country approval

Module 7: Labeling & Claims Compliance

e Regulatory labeling requirements

Claims substantiation

Packaging compliance

Product information management

Case Study: Label revision to meet regulatory requirements

Module 8: Regulatory Intelligence

e Market and regulatory trend analysis

Competitor product monitoring

Risk mitigation strategies

Decision-making based on intelligence

Case Study: Strategic launch based on regulatory insights



Module 9: Veterinary Drug Development Lifecycle

e Preclinical and clinical trial regulations

Product formulation considerations

Safety and efficacy testing

Registration milestones

Case Study: Accelerated development of an animal vaccine

Module 10: Environmental & Safety Compliance

e Environmental risk assessments

Waste management and sustainability

Safety standards in production

Regulatory reporting obligations

Case Study: Implementing eco-compliant production processes

Module 11: Cross-Functional Collaboration

e Working with R&D and QA teams

o Effective regulatory communication strategies

¢ Integrated project planning

o Conflict resolution techniques

e Case Study: Coordinating multi-departmental registration project

Module 12: Post-Market Surveillance

e Monitoring product performance

Handling adverse events

Recall management

Regulatory reporting compliance

Case Study: Managing a post-market product recall

Module 13: Compliance Audits & Inspections

e Preparing for regulatory inspections

Audit checklists and procedures

Documentation management

Corrective and preventive actions (CAPA)

Case Study: Audit preparation for a multinational facility

Module 14: Emerging Trends in Animal Health Regulations

¢ Digital health solutions

e Al in regulatory submissions

e Global harmonization initiatives

* Novel biologics and vaccines

e Case Study: Regulatory strategy for digital veterinary product

Module 15: Practical Case Studies & Capstone Project

o Comprehensive dossier development
e Market entry strategy simulation



¢ Risk assessment exercises
e Post-market monitoring simulation
e Case Study: Integrated capstone project on multi-country product launch

Training Methodology
This course employs a participatory and hands-on approach to ensure practical learning, including:

¢ Interactive lectures and presentations.
Group discussions and brainstorming sessions.

Hands-on exercises using real-world datasets.

Role-playing and scenario-based simulations.
Analysis of case studies to bridge theory and practice.
Peer-to-peer learning and networking.

Expert-led Q&A sessions.

Continuous feedback and personalized guidance.

Register as a group from 3 participants for a Discount

Send us an email: info@fineskilltrainingcenter.com or call +254769199797

Certification

Upon successful completion of this training, participants will be issued with a globally- recognized certificate.
Tailor-Made Course

We also offer tailor-made courses based on your needs.

Key Notes

a. The participant must be conversant with English.

b. Upon completion of training the participant will be issued with an Authorized Training Certificate

c. Course duration is flexible and the contents can be modified to fit any number of days.

d. The course fee includes facilitation training materials, 2 coffee breaks, buffet lunch and A Certificate upon
successful completion of Training.

e. One-year post-training support Consultation and Coaching provided after the course.

f. Payment should be done at least a week before commence of the training, to FINESKILL TRAINING
CENTER account, as indicated in the invoice so as to enable us prepare better for you.

Upcoming Scheduled Sessions

Start Date End Date Location

10 Aug 2026 21 Aug 2026 Online $3,000


mailto:info@fineskilltrainingcenter.com

Start Date

17 Aug 2026

24 Aug 2026

31 Aug 2026

07 Sep 2026

14 Sep 2026

21 Sep 2026

28 Sep 2026

End Date

28 Aug 2026

04 Sep 2026

11 Sep 2026

18 Sep 2026

25 Sep 2026

02 Oct 2026

09 Oct 2026

Location

Online

Online

Online

Online

Online

Online

Online

Ready to enroll or request a customized program? Book online or contact us:

Register Online Now

Price

$3,000

$3,000

$3,000

$3,000

$3,000

$3,000

$3,000

Email: info@fineskilltrainingcenter.com | Website: www.fineskilltrainingcenter.com


https://www.fineskilltrainingcenter.com/courses/regulatory-affairs-in-animal-health-training-course

