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Cell and Gene Therapy Foundations and Delivery Course

Overview

Cell and Gene Therapy Foundations and Delivery Course is a one-week foundation course for healthcare,
biotechnology, pharmaceutical, quality, clinical operations, and patient-access personnel, who leave with a
Cell and Gene Therapy Pathway Map. The course explains product types, scientific concepts, development
and manufacturing interfaces, identity controls, clinical handoffs, safety monitoring, and cross-functional
governance without laboratory or prescribing instruction. Agile Leaders Training Center presents cell and
gene therapy foundations for coordinated product delivery.

Who Should Attend

* Teams responsible for cell and gene therapy service readiness

* Personnel supporting biotechnology and pharmaceutical operations
* Functions responsible for quality, logistics, and product handoffs

* Teams supporting clinical operations and patient pathways
 Personnel responsible for access, governance, and safety interfaces

The course assumes no laboratory specialization and leaves out product manufacture, clinical prescribing,
patient-specific decisions, and jurisdiction-specific regulatory advice.

Departments and Industries
The course supports organizations that coordinate advanced therapy products across development, supply,

care delivery, and follow-up.

* Biotechnology and biopharmaceutical organizations

* Hospital cell therapy and specialist care services

* Clinical research and trial operations units

* Quality, supply chain, laboratory, and pharmacy interfaces

* Patient access, health technology, and service-planning teams

Learning Objectives

By the end of this course, participants will be able to:
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« Compare major cell, tissue, and gene therapy product types

+ Use in vivo, ex vivo, autologous, and allogeneic distinctions

* Analyze development, manufacturing, and release interfaces

* Build chain-of-identity and chain-of-custody process maps

* Evaluate clinical handoffs and long-term safety monitoring needs
* Prioritize cross-functional readiness and governance actions

Course Agenda

Day 1: Products and Scientific Foundations

* Cell, Tissue, and Gene Therapy Product Classification Map
* In Vivo and Ex Vivo Delivery Comparison

* Autologous and Allogeneic Product Decision Grid

* Viral and Nonviral Vector Concept Map

* Gene Addition, Editing, and Cell Engineering Overview

Day 2: Development and Manufacturing Lifecycle

* Discovery-to-Delivery Lifecycle Map

» Starting Material and Donor Source Trace

* Process Development and Critical Quality Attribute Matrix
* Manufacturing Change and Comparability Concept Guide
* Product Testing and Release Interface Map

Day 3: Identity, Custody, and Logistics

* Patient and Product Chain-of-Identity Map

* Chain-of-Custody Handoff Record

* Collection and Apheresis Process Interface

* Cryopreservation, Storage, and Transport Control Map
* Exception, Deviation, and Escalation Decision Tree

Day 4: Clinical Delivery and Follow-Up

* Center Readiness and Multidisciplinary Role Matrix

* Patient Journey and Scheduling Dependency Map

* Product Receipt, Preparation, and Administration Handoff
« Immediate Safety Observation and Reporting Interface

* Long-Term Follow-Up and Pharmacovigilance Map




2
‘f @ AGILE LEADERS

\‘J Training Center

Day 5: Cell and Gene Therapy Pathway Practice

* Suggested Exercise: Product Classification Decisions

* Suggested Exercise: Lifecycle and Quality Interface Mapping
*» Suggested Exercise: Identity and Custody Control Review

* Suggested Exercise: Clinical Delivery and Follow-Up Planning
*+ Capstone Exercise: Cell and Gene Therapy Pathway Map

Practical Exercises

The course uses suggested activities with fictional product-development, manufacturing, logistics, hospital,
and follow-up scenarios.

* Suggested activity: classify product examples and map in vivo, ex vivo, autologous, and allogeneic
features.

* Suggested activity: trace lifecycle interfaces, quality information, and release dependencies.

* Suggested activity: identify patient-product handoffs and failure points in identity and custody.

* Suggested activity: build a service pathway linking readiness, delivery, monitoring, and governance.

FAQs

Who suits cell and gene therapy foundations training, and what does it assume?
Healthcare, biotechnology, pharmaceutical, quality, clinical operations, logistics, access, and
service-planning personnel suit the course; it assumes no laboratory specialization.

How does cell and gene therapy foundations training differ from laboratory training?

Cell and gene therapy foundations training explains product categories, lifecycle interfaces, identity
controls, delivery pathways, and safety follow-up rather than teaching laboratory methods, manufacturing
execution, or clinical procedures.

What is the difference between in vivo and ex vivo gene therapy?

In vivo gene therapy delivers genetic material within the body, while ex vivo approaches modify cells outside
the body before they are returned through a controlled clinical pathway.

Why do cell and gene therapies require chain-of-identity controls?

Chain-of-identity controls maintain the documented link between a patient, collected material,
manufactured product, transport stages, receipt, and administration so that each handoff preserves the
intended match.
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Conclusion

Participants leave with a Cell and Gene Therapy Pathway Map containing classification, lifecycle,
quality-interface, identity, custody, logistics, delivery, monitoring, and governance tools. The map turns
specialist terminology into connected cross-functional responsibilities. It helps teams locate handoffs,
dependencies, evidence needs, and escalation points across the product-to-patient pathway.
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Training Course Categories

Agile PM and Project Management Training Courses Agribusiness & Food Security Training Courses

Aviation Management and Operations Training Courses Certified Courses By International Bodies

Crisis Management and Business Continuity Training

Communication and Public Relations Training Courses
Courses

Data Analytics Training and Data Science Courses Digital Government & Public Service Training Courses

Education and Learning Development Training Courses Environment & Sustainability Training Courses

Facilities and Real Estate Training Courses Finance and Accounting Training Courses

Governance, Risk and Compliance Training Courses Healthcare Management Training Courses

Heritage Conservation and Museum Management

. Hospitality and Tourism Training Courses
Training Courses P y 9

Human Resources Training and Development Courses

IT Security Training & IT Training Courses

Leadership and Management Training Courses Legal Training, Procurement and Contracting Courses

Maintenance Training and Engineering Training Courses Marketing, Customer Relations, and Sales Courses

NGO, Humanitarian and Development Management
Training Courses

Occupational Health, Safety and Security Training
Courses

Oil & Gas Training and Other Technical Courses Personal & Self-Development Training Courses


https://agile4training.com/programs/project-management-courses
https://agile4training.com/programs/agribusiness-food-security-training
https://agile4training.com/programs/aviation-management-operations-training-courses
https://agile4training.com/programs/certified-courses-by-continuing-professional-development-cpd
https://agile4training.com/programs/political-public-relations-courses
https://agile4training.com/programs/crisis-management-business-continuity-training-courses
https://agile4training.com/programs/data-analytics-training-and-data-science-courses
https://agile4training.com/programs/digital-government-public-service-training-courses
https://agile4training.com/programs/education-learning-development-training-courses
https://agile4training.com/programs/environment-and-sustainability-training-courses
https://agile4training.com/programs/facilities-real-estate-training-courses
https://agile4training.com/programs/finance-and-accounting-training-courses
https://agile4training.com/programs/governance-risk-and-compliance-training-courses
https://agile4training.com/programs/healthcare-management-training-courses
https://agile4training.com/programs/heritage-conservation-museum-management-training
https://agile4training.com/programs/hospitality-tourism-training-courses
https://agile4training.com/programs/human-resources-management-courses
https://agile4training.com/programs/it-security-training-it-training-courses
https://agile4training.com/programs/management-leadership-courses
https://agile4training.com/programs/legal-training-procurement-and-contracting-courses
https://agile4training.com/programs/maintenance-training-and-engineering-training-courses
https://agile4training.com/programs/branding-marketing-customer-relations-sales-courses
https://agile4training.com/programs/ngo-humanitarian-development-management-training
https://agile4training.com/programs/occupational-health-and-safety-training-courses
https://agile4training.com/programs/oil-gas-training-and-other-technical-courses
https://agile4training.com/programs/self-development-courses
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Training Course Categories

I Quality and Operations Management Training Courses I Secretarial and Administration Training Courses

I Shipping, Maritime and Ports Training Courses



https://agile4training.com/programs/quality-and-operation-management-courses
https://agile4training.com/programs/secretarial-and-administration-training-courses
https://agile4training.com/programs/shipping-maritime-ports-training-courses
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https://agile4training.com/c/training-courses-in-abu-dhabi
https://agile4training.com/c/training-courses-in-accra
https://agile4training.com/c/training-courses-in-amman
https://agile4training.com/c/training-courses-in-amsterdam
https://agile4training.com/c/training-courses-in-athens
https://agile4training.com/c/training-courses-in-baku
https://agile4training.com/c/training-courses-in-bali
https://agile4training.com/c/training-courses-in-bangkok
https://agile4training.com/c/training-courses-in-barcelona
https://agile4training.com/c/training-courses-in-berlin
https://agile4training.com/c/training-courses-in-cairo
https://agile4training.com/c/training-courses-in-cape-town
https://agile4training.com/c/training-courses-in-casablanca
https://agile4training.com/c/training-courses-in-chicago
https://agile4training.com/c/training-courses-in-doha
https://agile4training.com/c/training-courses-in-dubai-uae
https://agile4training.com/c/training-courses-in-frankfurt
https://agile4training.com/c/training-courses-in-geneva
https://agile4training.com/c/training-courses-in-istanbul
https://agile4training.com/c/training-courses-in-jakarta
https://agile4training.com/c/training-courses-in-johannesburg
https://agile4training.com/c/training-courses-in-kuala-lumpur
https://agile4training.com/c/training-courses-in-kuwait
https://agile4training.com/c/training-courses-in-lagos
https://agile4training.com/c/training-courses-in-langkawi-m
https://agile4training.com/c/training-courses-in-lisbon
https://agile4training.com/c/training-courses-in-london-uk
https://agile4training.com/c/training-courses-in-madrid
https://agile4training.com/c/training-courses-in-manama
https://agile4training.com/c/training-courses-in-marbella
https://agile4training.com/c/training-courses-in-milan
https://agile4training.com/c/training-courses-in-montreux
https://agile4training.com/c/training-courses-in-munich
https://agile4training.com/c/training-courses-in-muscat
https://agile4training.com/c/training-courses-in-nairobi
https://agile4training.com/c/training-courses-in-new-york
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Training Cities

Nice Paris Phuket
France France Thailand
Port Louis Porto Prague
Mauritius Portugal Czech Republic
Rome San Diego Seoul
Italy USA South Korea
Sharm El-Sheikh Singapore Tashkent
Egypt Singapore Uzbekistan
Thilisi Tokyo Toronto
Georgia Japan Canada
Trabzon Vienna Zanzibar
Turkey Austria Tanzania
Zoom Zurich
Online Training Switzerland



https://agile4training.com/c/training-courses-in-nice
https://agile4training.com/c/training-courses-in-paris
https://agile4training.com/c/training-courses-in-phuket
https://agile4training.com/c/training-courses-port-louis
https://agile4training.com/c/training-courses-in-porto
https://agile4training.com/c/training-courses-in-prague
https://agile4training.com/c/training-courses-in-rome-italy
https://agile4training.com/c/training-courses-in-san-diego
https://agile4training.com/c/training-courses-in-seoul
https://agile4training.com/c/training-courses-in-sharm-el-sheikh
https://agile4training.com/c/training-courses-in-singapore
https://agile4training.com/c/training-courses-in-tashkent
https://agile4training.com/c/training-courses-in-tbilisi
https://agile4training.com/c/training-courses-in-tokyo
https://agile4training.com/c/training-courses-in-toronto
https://agile4training.com/c/training-courses-in-trabzon
https://agile4training.com/c/training-courses-in-vienna
https://agile4training.com/c/training-courses-in-zanzibar
https://agile4training.com/c/online-training-courses
https://agile4training.com/c/training-courses-in-zurich

