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Course Introduction

The regulatory submission process for novel ingredients is a critical pathway in ensuring compliance,
safety, and approval for global markets. With increasing innovation in food, nutraceuticals, and
pharmaceuticals, organizations face complex challenges in preparing documentation that meets stringent
requirements. Regulatory Submission Process for Novel Ingredients Training Course equips professionals
with industry-relevant skills, regulatory insights, and hands-on strategies to achieve successful submissions
while reducing risks and accelerating product launches.

By focusing on global regulatory frameworks, best practices, and digital submission systems, participants
will gain expertise in dossier preparation, regulatory pathways, and approval timelines. The course
integrates case studies, interactive sessions, and real-world regulatory challenges to deliver actionable
knowledge that aligns with industry demands.

Programme Curriculum

Regulatory Submission Process for Novel Ingredients Training Course
Introduction

The regulatory submission process for novel ingredients is a critical pathway in ensuring compliance, safety,
and approval for global markets. With increasing innovation in food, nutraceuticals, and pharmaceuticals,
organizations face complex challenges in preparing documentation that meets stringent requirements.
Regulatory Submission Process for Novel Ingredients Training Course equips professionals with industry-
relevant skills, regulatory insights, and hands-on strategies to achieve successful submissions while reducing
risks and accelerating product launches.



By focusing on global regulatory frameworks, best practices, and digital submission systems, participants will
gain expertise in dossier preparation, regulatory pathways, and approval timelines. The course integrates case
studies, interactive sessions, and real-world regulatory challenges to deliver actionable knowledge that aligns
with industry demands.

Course Objectives

Understand regulatory submission frameworks for novel ingredients.
Analyze global requirements for food, nutraceuticals, and pharmaceuticals.
Develop skills in preparing high-quality dossiers.

Explore electronic submission systems and digital platforms.

Examine safety and efficacy data requirements.

Gain insights into international harmonization guidelines.

Address challenges in cross-border submissions.

Apply best practices for regulatory compliance.
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Evaluate labeling, packaging, and safety assessments.
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Streamline submission processes to reduce approval timelines.
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. Implement strategies for faster market entry.
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. Leverage case studies for practical regulatory solutions.
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. Enhance professional competence in regulatory affairs.
Organizational Benefits

e Improved compliance with global regulations.

e Reduced delays in product approvals.

e Enhanced organizational credibility in regulatory submissions.
e Access to new markets through faster approvals.

¢ Increased team expertise in dossier preparation.

e Streamlined submission and review processes.

e Better alignment with international standards.

e Minimized risks of regulatory rejection.

e Enhanced cross-functional collaboration.

e Competitive advantage through regulatory excellence.

Target Audiences

Regulatory Affairs Professionals
Quality Assurance Managers

R&D Scientists and Technologists
Compliance Officers

Clinical Research Associates
Product Development Specialists
Business Development Managers
Government and Policy Regulators
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Course Duration: 5 days
Course Modules

Module 1: Introduction to Novel Ingredients Regulation



Overview of novel ingredients and definitions
Regulatory bodies and jurisdictions

Scope of regulations across industries

Key challenges in novel ingredient submissions
Stakeholder roles in regulatory processes

e Case Study: Approval pathway of a novel probiotic

Module 2: Global Regulatory Frameworks

e FDA, EFSA, and other global agencies
Regional harmonization initiatives

Differences in national guidelines

International trade considerations
Regulatory updates and trends
e Case Study: Comparing US vs EU regulatory submissions

Module 3: Safety and Efficacy Assessments

e Toxicology data requirements

Clinical evidence for safety validation

Non-clinical testing protocols

Risk assessment methodologies

Post-market monitoring requirements
Case Study: Safety submission for plant-based ingredient

Module 4: Dossier Preparation and Documentation

e Common Technical Document (CTD) overview
Compilation of safety and quality data

Structuring electronic submissions

Addressing data gaps effectively

Essential checklists for dossier approval

Case Study: Dossier preparation for a functional ingredient

Module 5: Electronic Submissions and Digital Tools

e eCTD systems and requirements

¢ Digital submission platforms and software

Advantages of paperless systems

Data validation and submission standards

Training on electronic submission portals

Case Study: Successful eCTD submission for a new additive

Module 6: Labeling and Packaging Regulations

o Nutritional labeling requirements

Claims and substantiation rules
Packaging safety standards
Cross-border labeling differences

Enforcement and penalties for mislabeling
Case Study: Label compliance issues in nutraceuticals



Module 7: International Harmonization and Collaboration

e Codex Alimentarius and global initiatives
Role of ICH guidelines
International data exchange standards

Benefits of harmonization for companies

Collaboration between regulators and industry
e Case Study: Harmonization success in Asia-Pacific region

Module 8: Risk Mitigation and Best Practices

e |dentifying submission risks

Strategies for risk reduction

Proactive compliance measures

Cross-functional team coordination

Leveraging external consultants

e Case Study: Overcoming regulatory rejection in a novel protein

Training Methodology

¢ Interactive lectures with industry experts

Group discussions and brainstorming sessions
Real-world case study analysis
Practical dossier preparation exercises

Hands-on training in electronic submission systems

Q&A sessions for addressing participant challenges
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.
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Upcoming Scheduled Sessions

Start Date

10 Aug 2026

17 Aug 2026

24 Aug 2026

31 Aug 2026

07 Sep 2026

14 Sep 2026

21 Sep 2026

28 Sep 2026

End Date Location
14 Aug 2026 Online
21 Aug 2026 Online
28 Aug 2026 Online
04 Sep 2026 Online
11 Sep 2026 Online
18 Sep 2026 Online
25 Sep 2026 Online
02 Oct 2026 Online

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

Register Online Now

Price

$1,100

$1,100

$1,100

$1,100

$1,100

$1,100

$1,100

$1,100

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


https://www.fineskilltrainingcenter.com/courses/regulatory-submission-process-for-novel-ingredients-training-course

