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Course Introduction

Translational Medicine is an essential, interdisciplinary field dedicated to accelerating the journey of
scientific discoveries from the research laboratory into tangible benefits for patients and the community.
This process, often referred to as the Bench-to-Bedside-and-Back continuum, is crucial for transforming
fundamental biological insights into effective clinical interventions, including new diagnostics, preventative
strategies, and life-saving therapies. It operates as a vital conduit, closing the gap between basic science
and clinical application to combat major human diseases. Translational Medicine - Bridging Bench to
Bedside Training Course is meticulously designed to equip the next generation of researchers and
clinicians with the strategic, regulatory, and commercial skills necessary to navigate this complex
translational research lifecycle and drive medical innovation.

This specialized program emphasizes a holistic, multidisciplinary collaboration approach, integrating core
principles of Precision Medicine, Genomics, and Biotechnology. Participants will gain expertise in critical
areas like biomarker discovery, effective clinical trial design, and adherence to complex regulatory affairs.
By fostering a two-way interaction between basic scientists and clinical practitioners, the course ensures
that real-world unmet clinical needs inform and direct laboratory research, thereby maximizing the societal
and patient impact of medical breakthroughs. Ultimately, this training empowers professionals to expedite
the development of personalized treatment strategies and enhance global health outcomes.

Programme Curriculum

Translational Medicine - Bridging Bench to Bedside Training Course
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Translational Medicine is an essential, interdisciplinary field dedicated to accelerating the journey of scientific
discoveries from the research laboratory into tangible benefits for patients and the community. This process,
often referred to as the Bench-to-Bedside-and-Back continuum, is crucial for transforming fundamental
biological insights into effective clinical interventions, including new diagnostics, preventative strategies, and
life-saving therapies. It operates as a vital conduit, closing the gap between basic science and clinical
application to combat major human diseases. Translational Medicine - Bridging Bench to Bedside Training
Course is meticulously designed to equip the next generation of researchers and clinicians with the strategic,
regulatory, and commercial skills necessary to navigate this complex translational research lifecycle and drive
medical innovation.

This specialized program emphasizes a holistic, multidisciplinary collaboration approach, integrating core
principles of Precision Medicine, Genomics, and Biotechnology. Participants will gain expertise in critical areas
like biomarker discovery, effective clinical trial design, and adherence to complex regulatory affairs. By fostering
a two-way interaction between basic scientists and clinical practitioners, the course ensures that real-world
unmet clinical needs inform and direct laboratory research, thereby maximizing the societal and patient impact
of medical breakthroughs. Ultimately, this training empowers professionals to expedite the development of
personalized treatment strategies and enhance global health outcomes.

Course Duration
10 days
Course Objectives

Master the Translational Research Continuum from TO to T4

Apply principles of Precision Medicine using Genomics and Multi-Omics for patient stratification.
Design robust, ethical Adaptive Clinical Trial Protocols for novel therapeutics and diagnostics.

Evaluate the role of Biomarkers and Companion Diagnostics in accelerating drug development.
Navigate complex Regulatory Affairs (FDA/EMA) and Good Clinical/Laboratory Practices (GCP/GLP).
Implement advanced Bioinformatics and Data Analytics for large-scale research insights and validation.
Identify and translate Unmet Clinical Needs back to the bench for targeted investigation.

Develop robust Commercialization and Intellectual Property (IP) strategies for biomedical innovations.
Analyze the application of Real-World Evidence (RWE) and comparative effectiveness research.
Assess the Bioethical Issues and patient engagement strategies in novel therapy development.

. Lead high-performing, Multidisciplinary Science Teams across institutional boundaries.

. Accelerate the adoption and dissemination of new Biomedical Technology into standard clinical practice.
. Quantify the Clinical, Economic, and Policy Benefits of translational science projects.
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Target Audience

PhD Researchers/Postdoctoral Fellows

Physician-Scientists and Clinical Fellows.

Pharmaceutical/Biotechnology Industry R&D Staff development.

Clinical Research Associates (CRAs) and Clinical Trial Managers.

Regulatory Affairs Professionals aiming to specialize in translational pathways.
Bioinformatics and Data Scientists working with clinical and 'omics data.
Healthcare Executives and Policy Makers.

Venture Capitalists and Technology Transfer Officers.
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Course Modules



Module 1: Foundational Principles of Translational Science

¢ Defining the Bench-to-Bedside Continuum and its phases (T0-T4).

Understanding the "Valley of Death" and common bottlenecks in translation.

The essential role of multidisciplinary teams and collaborative science.

Case Study: The journey of checkpoint inhibitors from basic immunology discovery to clinical oncology
standard of care.

The Bedside-to-Bench reverse translation process.
Module 2: Molecular Basis of Disease and Target Identification

Disease Mechanisms at the molecular and cellular levels.

Techniques for identifying and validating novel therapeutic targets

Introduction to Gene and Cell Therapy platforms.

Case Study: Identifying the CFTR gene mutation and translating it into a small-molecule corrector
therapy for Cystic Fibrosis.

Preclinical In Vitro and In Vivo disease modeling.

Module 3: Genomics, Multi-Omics, and Precision Medicine

Fundamentals of Genomics, Proteomics, and Metabolomics in disease stratification.

Utilizing Next-Generation Sequencing (NGS) and single-cell analysis in research.

Biomarker Discovery and validation for diagnosis, prognosis, and prediction.

Case Study: Using germline and somatic genomic sequencing to personalize breast cancer treatment

and select patients for targeted therapies.
Introduction to Companion Diagnostics development.

Module 4: Preclinical Development and IND-Enabling Studies

Designing and executing Good Laboratory Practice (GLP)-compliant preclinical studies.
Pharmacology and Toxicology assessment (PK/PD, ADME).

Investigational New Drug (IND) application strategy and preparation.

Case Study: Developing the preclinical data package for a new neurodegenerative drug candidate to
submit to the FDA.

Ethical and regulatory requirements for animal models (3Rs principle).

Module 5: Biostatistics and Research Informatics

o Essential Biostatistics for translational design and data interpretation.

Implementing Bioinformatics tools for high-throughput ‘omics data analysis.

Principles of Data Management and ensuring data integrity and reproducibility.

Case Study: Applying machine learning algorithms to electronic health records (EHR) and genomic data
to identify new patient subgroups for a diabetes drug.

Study design for statistical power and minimization of bias.

Module 6: Clinical Trials Design and Execution (GCP)

Good Clinical Practice (GCP) guidelines and investigator responsibilities.

Designing Phase I, I, and Il Adaptive Clinical Trials.

Strategies for patient recruitment, retention, and managing data safety monitoring boards (DSMBS).
Case Study: Designing and executing a decentralized Phase 1l clinical trial for a vaccine, addressing
logistics and digital consent.



e Endpoint selection and methodology for comparative effectiveness.
Module 7: Regulatory Affairs and Quality Management

¢ In-depth study of the FDA, EMA, and other global regulatory agencies.

e Regulatory pathways: Orphan Drug designation, Fast Track, Breakthrough Therapy.

¢ Investigational Device Exemption (IDE) for medical devices.

e Case Study: Preparing a complete New Drug Application (NDA) or Biologics License Application (BLA)
for a novel biological therapy.

e Post-marketing surveillance and risk evaluation and mitigation strategies (REMS).

Module 8: Biopharmaceutical Manufacturing and Scale-up

Introduction to Good Manufacturing Practice (GMP) for biologics and small molecules.

Process development and quality control for Cell and Gene Therapy products.

Scale-up challenges from laboratory synthesis to commercial production.

Case Study: Developing a cost-effective manufacturing process for an affordable diagnostic strip
intended for low-resource settings.

Supply chain management and cold chain logistics.

Module 9: Medical Devices and Digital Health Translation

Regulatory pathway for medical devices

Integration of Artificial Intelligence (Al) and Machine Learning in diagnostics and care.

Validation and translation of Digital Health technologies and wearables.

Case Study: Translating a smart-watch algorithm for atrial fibrillation detection into an FDA-approved
device with a post-market surveillance plan.

Cybersecurity and patient data privacy (HIPAA, GDPR).

Module 10: Patient Engagement and Community Outreach

o Strategies for meaningful Patient Involvement in all phases of research.

Patient Advocacy Groups as essential translational partners.

Designing trials and interventions to address Health Disparities and equity.

Case Study: Co-designing a rare disease clinical trial protocol with patient groups to ensure endpoints
reflect patient-meaningful outcomes.

Translating research findings for public dissemination and literacy.

Module 11: Real-World Evidence (RWE) and Implementation Science

e Sources of Real-World Data.

e Methodology for generating RWE for regulatory and payer decision-making.

¢ Introduction to Implementation Science and strategies for adopting new interventions.

e Case Study: Using RWE from a national registry to confirm the long-term safety and effectiveness of an
approved cardiovascular drug in a broader population.

e Developing and communicating practice guidelines.

Module 12: Bioethics, Intellectual Property, and Technology Transfer

e Current issues in Research Ethics, consent, and patient protection.
e Fundamentals of Intellectual Property (IP), patents, and licensing agreements.
e The role of the Technology Transfer Office in commercialization.



e Case Study: Navigating the ethical and IP landscape for an invention involving CRISPR gene-editing
technology discovered in a university lab.
e Establishing material transfer agreements and non-disclosure agreements

Module 13: Health Economics and Market Access

e Principles of Health Economics and cost-effectiveness analysis.

Developing a compelling Value Proposition for new therapies to payers.
Strategies for Market Access and reimbursement in different global systems.

cost savings of an expensive but curative gene therapy.

Pricing strategies and understanding payer perspectives.
Module 14: Grant Writing and Research Proposal Development

¢ Identifying appropriate funding mechanisms for translational research

e Developing a structured, compelling Research Proposal and specific aims.

e Budget justification and resource allocation for multi-year projects.

e Case Study: Participants draft a complete, peer-review-ready translational research grant proposal
targeting a specific unmet need in infectious disease.

e Strategies for effective project management and timeline creation.

Module 15: Leadership, Collaboration, and Communication

Skills for Leading Multidisciplinary Teams and managing conflict across disciplines.

Effective Scientific Communication to diverse stakeholders

Building effective Academic-Industry Partnerships.

Case Study: Developing a cohesive communication plan to explain the risks and benefits of a new
Alzheimer?COs diagnostic test to the public and regulatory bodies.

e Mentorship strategies for the next generation of translational scientists.

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

e Interactive lectures and presentations.

e Group discussions and brainstorming sessions.

e Hands-on exercises using real-world datasets.

e Role-playing and scenario-based simulations.

e Analysis of case studies to bridge theory and practice.
o Peer-to-peer learning and networking.

o 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

Case Study: Preparing a health technology assessment (HTA) submission demonstrating the long-term

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

Tailor-Made Course


mailto:info@fineskilltrainingcenter.com

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 Price

10 Aug 2026 21 Aug 2026 Online $4,000
17 Aug 2026 28 Aug 2026 Online $4,000
24 Aug 2026 04 Sep 2026 Online $4,000
31 Aug 2026 11 Sep 2026 Online $4,000
07 Sep 2026 18 Sep 2026 Online $4,000
14 Sep 2026 25 Sep 2026 Online $4,000
21 Sep 2026 02 Oct 2026 Online $4,000
28 Sep 2026 09 Oct 2026 Online $4,000

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

Register Online Now

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


https://www.fineskilltrainingcenter.com/courses/translational-medicine-bridging-bench-to-bedside-training-course

