
foundation for accreditation of cellular therapy

foundation for accreditation of cellular therapy represents a critical framework designed to ensure the
highest standards in cellular therapy practices. This foundation supports institutions and laboratories in
meeting rigorous quality and safety benchmarks essential for patient care and therapeutic efficacy.
Accreditation in cellular therapy is vital due to the complex nature of cell processing, transplantation, and
treatment protocols involved. This article explores the essential components and processes of the foundation
for accreditation of cellular therapy, highlighting its significance in regulatory compliance, quality
assurance, and clinical outcomes. By understanding the foundation, stakeholders can better navigate the
accreditation journey, enhancing operational standards and fostering trust in cellular therapies. The
following sections provide a detailed overview of the accreditation framework, requirements, and best
practices in cellular therapy.
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Key Standards and Requirements
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Quality Management Systems in Cellular Therapy
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Understanding the Foundation for Accreditation of Cellular
Therapy

The foundation for accreditation of cellular therapy establishes a comprehensive set of criteria and guidelines
that cellular therapy facilities must follow to ensure safety, quality, and effectiveness of their services.
Cellular therapy involves the manipulation and administration of living cells for therapeutic purposes, which
necessitates stringent controls to prevent contamination, ensure cell viability, and maintain traceability.
Accreditation foundations typically encompass regulatory compliance, technical competency, and continuous
quality improvement tailored specifically to cellular products and procedures.

Cellular therapy accreditation is usually provided by recognized organizations that specialize in healthcare
quality standards, offering a structured approach for laboratories and clinical centers to validate their
protocols and operations. This foundation acts as a benchmark, promoting consistency across different
institutions and enhancing overall patient safety in cellular treatments.

Key Standards and Requirements

The foundation for accreditation of cellular therapy is built upon a detailed framework of standards that
cover all aspects of cellular therapy practice. These standards are developed by expert committees and
regulatory bodies to address the unique challenges in this specialized field.

Facility and Personnel Qualifications

Accreditation standards require that facilities maintain appropriate infrastructure, including cleanroom
environments and validated equipment tailored to cellular processing. Personnel involved must have
documented qualifications, training, and competency assessments to perform their duties effectively and safely.



Cell Processing and Handling

Strict protocols for cell collection, processing, storage, and transportation are mandated. These protocols
ensure cell integrity and minimize risks of contamination or degradation. Proper documentation and chain-of-
custody procedures are crucial components.

Documentation and Record Keeping

Accreditation foundations emphasize comprehensive documentation, including standard operating procedures
(SOPs), batch records, and quality control logs. Accurate record-keeping supports traceability and
accountability throughout the cellular therapy process.

Quality Control and Validation

Facilities must implement rigorous quality control measures, including validation of equipment, processes, and
assays used in cellular therapy. Regular monitoring and corrective actions are essential to maintain
compliance with established standards.

Cleanroom and environmental controls

Personnel training and competency evaluations

Standard operating procedures (SOPs)

Process validation and quality assurance

Traceability and documentation protocols

Accreditation Process and Evaluation

The foundation for accreditation of cellular therapy involves a structured evaluation process designed to
verify compliance with established standards. This process includes application, self-assessment, on-site
inspection, and ongoing surveillance.

Application and Self-Assessment

Facilities seeking accreditation must submit detailed applications describing their operations, personnel, and
quality management systems. A self-assessment against the accreditation standards helps identify gaps and
areas requiring improvement prior to formal evaluation.

On-Site Inspection and Audits

An independent team of experts conducts thorough on-site inspections to observe facility conditions, review
documentation, and interview staff. Audits focus on critical control points in the cellular therapy process
to ensure compliance and operational excellence.

Corrective Actions and Continuous Improvement

If deficiencies are identified, facilities are required to implement corrective actions within specified timeframes. The
foundation for accreditation encourages continuous quality improvement, with periodic re-evaluations to
maintain certification status.



Quality Management Systems in Cellular Therapy

Integral to the foundation for accreditation of cellular therapy is the implementation of a robust quality
management system (QMS). A well-designed QMS ensures consistent delivery of safe and effective cellular
products.

Components of Quality Management

The QMS encompasses policies, procedures, and responsibilities that collectively support quality assurance
and control. Key elements include document control, risk management, internal audits, and performance
monitoring.

Risk Assessment and Mitigation

Risk assessment is fundamental, identifying potential hazards in cell processing and handling. Mitigation
strategies are developed to address risks related to contamination, misidentification, and procedural errors.

Training and Competency Programs

Continuous education and competency assessment ensure personnel remain proficient in evolving cellular
therapy techniques and regulatory requirements. This focus on workforce development strengthens overall
quality and compliance.

Impact of Accreditation on Clinical Practice

The foundation for accreditation of cellular therapy significantly influences clinical practice by enhancing the
reliability and safety of cellular treatments. Accredited facilities demonstrate commitment to excellence,
which translates into improved patient outcomes.

Enhanced Patient Safety and Treatment Efficacy

Accreditation ensures that cellular therapy products meet stringent quality standards, reducing risks of
adverse events and improving therapeutic effectiveness. This fosters greater confidence among healthcare
providers and patients alike.

Regulatory Compliance and Market Access

Meeting accreditation requirements helps facilities comply with national and international regulations,
facilitating smoother regulatory approvals and access to broader markets for cellular therapy products.

Promotion of Research and Innovation

Accredited environments support rigorous scientific research and innovation by maintaining high-quality
standards and reproducibility. This foundation promotes the advancement of cutting-edge cellular therapies
and novel treatment approaches.

Frequently Asked Questions

What is the Foundation for the Accreditation of Cellular Therapy



(FACT)?

The Foundation for the Accreditation of Cellular Therapy (FACT) is an international nonprofit organization
that establishes standards for quality and safety in cellular therapy, including hematopoietic stem cell
transplantation and cellular immunotherapy.

Why is FACT accreditation important for cellular therapy programs?

FACT accreditation ensures that cellular therapy programs meet rigorous standards for patient care,
laboratory practices, and clinical outcomes, thereby promoting safety, quality, and consistency in cellular
therapy treatments.

What types of cellular therapy programs can seek FACT accreditation?

Programs involved in hematopoietic progenitor cell collection, processing, transplantation, and cellular
immunotherapy can seek FACT accreditation, including adult and pediatric transplant centers, cord blood
banks, and cell processing laboratories.

How does FACT accreditation benefit patients receiving cellular therapies?

FACT accreditation helps ensure that patients receive care from programs that adhere to high quality and
safety standards, reducing risks associated with cellular therapies and improving overall treatment success
and patient outcomes.

What are the main standards FACT uses to evaluate cellular therapy
programs?

FACT standards cover areas such as program organization, clinical and laboratory practices, donor and
recipient management, patient care, quality management, and data collection to ensure comprehensive quality
assurance in cellular therapy.

How often must a cellular therapy program renew its FACT accreditation?

FACT accreditation typically requires renewal every three years, during which the program undergoes a
thorough on-site inspection and review to confirm continued compliance with FACT standards.

How can a cellular therapy program prepare for a FACT accreditation
inspection?

Programs should conduct internal audits, ensure staff are trained on FACT standards, maintain thorough
documentation of procedures and outcomes, and address any identified deficiencies prior to the on-site inspection
to successfully achieve accreditation.

Additional Resources
1. Foundations of Cellular Therapy Accreditation: Principles and Practices
This book offers a comprehensive overview of the fundamental principles behind the accreditation of cellular
therapy facilities. It covers regulatory requirements, quality management systems, and best practices for
compliance with international standards. Essential for professionals preparing for accreditation or seeking to
understand its framework.

2. Quality Management in Cellular Therapy: A Guide to Accreditation
Focusing on quality management systems, this guide details the processes necessary to meet accreditation



standards in cellular therapy. It includes case studies, checklists, and practical advice on documentation,
process control, and continuous improvement. A valuable resource for lab managers and quality officers.

3. Regulatory Frameworks for Cellular Therapy Accreditation
This book explores the global regulatory landscape affecting cellular therapy accreditation. It compares
guidelines from major accrediting bodies such as FACT, AABB, and JACIE, and explains how to navigate complex
compliance requirements. Useful for regulatory affairs specialists and healthcare administrators.

4. Clinical and Laboratory Standards in Cellular Therapy Accreditation
Providing in-depth coverage of clinical and laboratory standards, this text outlines the technical
requirements for accreditation. It addresses cell collection, processing, storage, and infusion protocols
crucial to maintaining quality and patient safety. Ideal for clinicians, technologists, and quality assurance
personnel.

5. Implementing Accreditation Programs in Cellular Therapy Centers
This practical manual guides healthcare facilities through the step-by-step process of achieving accreditation.
Topics include self-assessment, gap analysis, staff training, and audit preparation. A must-have for cellular
therapy program directors and project managers.

6. Risk Management and Compliance in Cellular Therapy Accreditation
This book delves into risk assessment and mitigation strategies essential for accreditation success. It
discusses identifying potential hazards, managing adverse events, and maintaining compliance under evolving
regulatory conditions. Beneficial for risk managers and clinical governance teams.

7. Documentation and Record-Keeping for Cellular Therapy Accreditation
Highlighting the critical role of documentation, this volume provides templates and guidelines for maintaining
accurate records. It covers everything from patient consent to batch records and equipment logs, ensuring
traceability and accountability. Useful for laboratory staff and quality control personnel.

8. Training and Competency Assessment for Cellular Therapy Accreditation
This resource emphasizes the importance of workforce competency in meeting accreditation standards. It offers
strategies for training programs, competency evaluations, and ongoing professional development tailored to
cellular therapy staff. Ideal for educators and human resources professionals.

9. Emerging Trends and Future Directions in Cellular Therapy Accreditation
Looking ahead, this book discusses advancements in cellular therapy technologies and their impact on
accreditation processes. It addresses challenges such as novel cell types, automation, and digital record-
keeping. Perfect for researchers, policy makers, and accreditation bodies aiming to stay current.
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  foundation for accreditation of cellular therapy: Cell Therapy Adrian Gee, 2009-09-18 Cell
Therapy: cGMP Facilities and Manufacturing is the source for a complete discussion of facility
design and operation with practical approaches to a variety of day-to-day activities, such as staff
training and competency, cleaning procedures, and environmental monitoring. This in-depth book
also includes detailed reviews of quality, the framework of regulations, and professional standards.
It meets a previously unmet need for a thorough facility-focused resource, Cell Therapy: cGMP
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Facilities and Manufacturing will be an important addition to the cell therapy professional’s library.
Additional topics in Cell Therapy: cGMP Facilities and Manufacturing...Standard operating
procedures - Supply management - Facility equipment - Product manufacturing, review, release and
administration - Facility master file.
  foundation for accreditation of cellular therapy: Cell Therapy Adrian P. Gee, 2021-11-10
This new edition presents a fully-updated and expanded look at current Good Manufacturing
Practice (cGMP) for cell therapy products. It provides a complete discussion of facility design and
operation including details specific to cord blood banking, cell processing, vector production and
qualification of a new facility. Several chapters cover facility infrastructure including cleaning and
maintenance, vendor qualification, writing a Standard Operating Procedure, staff training, and
process validation. The detailed and invaluable product information covers topics like labelling,
release and administration, transportation and shipment, et al. Further chapters cover relevant
topics like writing and maintaining investigational new drug applications, support opportunities in
North America and the European Union, commercial cell processing and quality testing services,
and financial considerations for academic GMP facilities. A chapter on future directions rounds out
Cell Therapy: cGMP Facilities and Manufacturing making it essential reading for any cell therapy
professional involved in the development, use, or management of this type of facility.
  foundation for accreditation of cellular therapy: Guide to Cell Therapy GxP Joaquim
Vives, Gloria Carmona, 2015-07-24 Guide to Cell Therapy GxP is a practical guide to the
implementation of quality assurance systems for the successful performance of all cell-based clinical
trials. The book covers all information that needs to be included in investigational medicinal product
dossier (IMPD), the launching point for any clinical investigation, and beyond. Guide to Cell Therapy
GxP bridges a knowledge gap with the inclusion of examples of design of GLP-compliant preclinical
studies; design of bioprocesses for autologous/allogeneic therapies; and instruction on how to
implement GLP/GMP standards in centers accredited with other quality assurance standards. Guide
to Cell Therapy GxP is an essential resource for scientists and researchers in hospitals, transfusion
centers, tissue banks, and other research institutes who may not be familiar with the good scientific
practice regulations that were originally designed for product development in corporate
environments. This book is also a thorough resource for PhD students, Post-docs, Principal
Investigators, Quality Assurance Units, and Government Inspectors who want to learn more about
how quality standards are implemented in public institutions developing cell-based products. - Easy
access to important information on current regulations, state-of-the-art techniques, and recent
advances otherwise scattered on various funding websites, within conference proceedings, or
maintained in local knowledge - Features protocols, techniques for trouble-shooting common
problems, and an explanation of the advantages and limitations of a technique in generating
conclusive data - Includes practical examples of successful implementation of quality standards
  foundation for accreditation of cellular therapy: Thomas' Hematopoietic Cell
Transplantation Stephen J. Forman, Robert S. Negrin, Joseph H. Antin, Frederick R. Appelbaum,
2015-12-23 Fully revised for the fifth edition, this outstanding reference on bone marrow
transplantation is an essential, field-leading resource. Extensive coverage of the field, from the
scientific basis for stem-cell transplantation to the future direction of research Combines the
knowledge and expertise of over 170 international specialists across 106 chapters Includes new
chapters addressing basic science experiments in stem-cell biology, immunology, and tolerance
Contains expanded content on the benefits and challenges of transplantation, and analysis of the
impact of new therapies to help clinical decision-making Includes a fully searchable Wiley Digital
Edition with downloadable figures, linked references, and more References for this new edition are
online only, accessible via the Wiley Digital Edition code printed inside the front cover or at
www.wiley.com/go/forman/hematopoietic.
  foundation for accreditation of cellular therapy: Thomas' Hematopoietic Cell
Transplantation Frederick R. Appelbaum, Stephen J. Forman, Robert S. Negrin, Karl G. Blume,
2011-09-26 This outstanding reference source on bone marrow transplantation has become



recognised as the bible in the field. This fourth edition has been fully revised to reflect latest
developments, and now features over 500 illustrations, including a colour plate section. The need for
this new edition cannot be overstated - more than 13,000 new cases per year of haematopoietic stem
cell transplantation have been reported to the International Bone Marrow Transplant Registry The
original editor, Donnall Thomas, was a pioneer in stem cell research and won the 1990 Nobel Prize
for his discoveries concerning organ and cell transplantation in the treatment of human diseases.
The book also now includes a fully searchable CD with PDFs of the entire content.
  foundation for accreditation of cellular therapy: Bone Marrow Transplantation, An Issue of
Hematology/Oncology Clinics of North America Bipin Savani, 2016-03-25 This issue of
Hematology/Oncology Clinics of North America, guest edited by Drs. Bipin Savani and Mohamad
Mohty, is devoted to Bone Marrow Transplantation. Articles in this issue include: Acute Myeloid
Leukemia (AML); Acute Lymphoid Leukemia (ALL); Myelodysplastic Syndrome (AML);
Myeloproliferative disorders (MPD); Chronic Lymphoid Leukemia; Chronic Myeloid Leukemia
(CML); Multiple Myeloma and Amyloidosis; Non-Hodgkin Lymphoma (NHL); Hodgkin Lymphoma
(HL); Severe Aplastic Anemia (SAA) and Paroxysmal Nocturnal Hemoglobinuria (PNH); Sickle Cell
Anemia; Thalassemia; Benign immunodeficiency diseases; and Referral to transplant centers.
  foundation for accreditation of cellular therapy: Best Practices in Processing and Storage
for Hematopoietic Cell Transplantation Joseph Schwartz, Beth H. Shaz, 2017-12-05 This concise
book examines clinically relevant issues relating to the ways in which bone marrow, cord blood and
apheresis products, are processed and stored for the purpose of Hematopoietic Cell Transplantation
and Cell Therapy. The twin aims are to offer up-to-date content covering a wide spectrum of topics
and controversies and to provide practitioners in the field of transplant and cell therapy with
practical, immediately applicable information from the internationally experts in the field. Each
chapter focuses on a particular subject, and numerous working tables, algorithms, and figures are
included. Whenever appropriate, the reader’s attention is drawn to the availability of potentially
high-impact clinical trials and expert practices. The authors are all experts who have been carefully
selected for their knowledge of the topics that they address. The book will appeal to clinical and
laboratory personnels, residents, fellows, and faculty members responsible for the care of
hematopoietic cell transplant products and patients. Its format ensures that it will also serve as a
robust, engaging tool to aid vital activities in every hematology and oncology trainee’s daily work.
  foundation for accreditation of cellular therapy: Hematopoietic Stem Cell
Transplantation and Cellular Therapies for Autoimmune Diseases Richard K. Burt, Dominique
Farge, Milton A. Ruiz, Riccardo Saccardi, John A. Snowden, 2021-11-17 This book summarizes the
global progress in medical and scientific research toward converting traditionally chronic
autoimmune diseases into a drug-free reversible illness using hematopoietic stem cell
transplantation (HSCT) and other cellular therapies such as T regulatory cells (Treg), mesenchymal
stromal/stem cells, and chimeric antigen receptor T (CAR T) cells in order to reintroduce sustained
immune tolerance. This title provides information on different types of stem cells and immune cells;
post-transplant immune regeneration; cellular regulatory requirements; ethical and economic
considerations; and the advantages and disadvantages of HSCT in the treatment of a variety of
autoimmune diseases versus current conventional treatments. Arranged by disease, the text
provides a comprehensive guide to HSCT for all types of autoimmune/immune disorders including
monogenetic autoimmune diseases; autoimmune aplastic anemia; neurologic immune diseases
including multiple sclerosis, chronic inflammatory demyelinating polyneuropathy, neuromyelitis
optica, and stiff person syndrome; rheumatologic diseases such as systemic sclerosis and systemic
lupus erythematosus; dermatologic diseases such as pemphigus; gastrointestinal disorders such as
Crohn’s disease and celiac disease; and immune-mediated endocrinologic disease type I diabetes
mellitus. Guidance is provided on the transplantation technique, cell collection and processing,
conditioning regimens, infections, and early and late complications. Key Features Outlines therapies
and techniques for HSCT for autoimmune diseases Discusses the advantages of HSCT over
conventional therapies Reviews the entire process of stem cell therapy from harvest and ethics to



indications, efficacy, and regulatory oversight
  foundation for accreditation of cellular therapy: Thomas' Hematopoietic Cell
Transplantation, 2 Volume Set Stephen J. Forman, Robert S. Negrin, Joseph H. Antin, Frederick
R. Appelbaum, 2016-12-27 Fully revised for the fifth edition, this outstanding reference on bone
marrow transplantation is an essential, field-leading resource. Extensive coverage of the field, from
the scientific basis for stem-cell transplantation to the future direction of research Combines the
knowledge and expertise of over 170 international specialists across 106 chapters Includes new
chapters addressing basic science experiments in stem-cell biology, immunology, and tolerance
Contains expanded content on the benefits and challenges of transplantation, and analysis of the
impact of new therapies to help clinical decision-making Includes a fully searchable Wiley Digital
Edition with downloadable figures, linked references, and more References for this new edition are
online only, accessible via the Wiley Digital Edition code printed inside the front cover or at
www.wiley.com/go/forman/hematopoietic.
  foundation for accreditation of cellular therapy: Manual of Stem Cell and Bone Marrow
Transplantation Joseph H. Antin, Deborah Yolin Raley, 2013-10-17 Fully revised throughout, the
second edition of Manual of Stem Cell and Bone Marrow Transplantation is based on the in-house
handbook used at the world-renowned Dana-Farber Cancer Institute. It is a practical pocket manual
for all members of the stem cell and bone marrow transplant team. Written by experts at
Dana-Farber, the contents are handily arranged in outline format for maximum usefulness and
convenience. This essential and user-friendly manual covers all aspects of the transplantation
process, from stem cell processing through management of transplant-related complications. Topics
discussed thoroughly include evaluation and counselling of patients and donors, preventative care,
graft-versus-host disease and conditioning regimens. A new extensive chapter on oral health in stem
cell transplantation has been added. These features make the Manual of Stem Cell and Bone Marrow
Transplantation an ideal resource for the entire transplant team.
  foundation for accreditation of cellular therapy: Fast Facts: CAR T-Cell Therapy Richard
J. Buka, Ankit J. Kansagra, 2021-02-28 Chimeric antigen receptor (CAR) T cells are genetically
engineered immune cells that can seek out and destroy cancer cells. The results from their use in
cancer immunotherapy have been very promising, but treatment is often associated with frequent,
serious short-term toxicities. 'Fast Facts: CAR-T Therapy' explains what CAR T cells are and how
they were developed, discusses the results of clinical trials and the management of toxicities, and
outlines future improvements and applications. It is ideal reading for any healthcare professional
wanting to know more about this exciting therapeutic field. Table of Contents: • CAR T cells •
Clinical application • Practical aspects • Future directions
  foundation for accreditation of cellular therapy: Blood and Marrow Transplant Handbook
Richard T. Maziarz, Susan Schubach Slater, 2015-04-20 This updated and expanded edition
developed by the Blood and Marrow Stem Cell Transplant team at Oregon Health & Science
University Knight Cancer Institute features the latest medical management guidelines and standards
of care for hematopoietic stem cell transplant patients. Spanning the timeline from the initial
consultation throughout the transplant process, this handbook includes indications for
transplantation and donor selection, treatment guidelines for addressing complications during and
after transplant, and recommendations for long-term follow up care. Concise, comprehensive, and
easy-to-use, Blood and Marrow Transplant Handbook, 2nd Edition presents a multidisciplinary
approach to information for physicians and advanced practice medical providers who care for
transplant patients, and also residents, fellows, and other trainees.
  foundation for accreditation of cellular therapy: Federal Register , 2005-02
  foundation for accreditation of cellular therapy: Regulatory Aspects of Gene Therapy and
Cell Therapy Products Maria Cristina Galli, 2023-08-01 This book discusses the different regulatory
pathways for Advanced Therapy Medicinal Products implemented by national agencies in North and
South America, Europe and Asia and by international bodies in the effort of international
harmonization. This book represents an update of the first edition, as it covers regulatory novelties



and accumulated experience in the regions already addressed. In addition, this new edition offers a
wider international perspective: new chapters are included covering Advanced Therapy Medicinal
Products regulations in India, Malaysia, Spain and Thailand, the European Pharmacopoeia texts for
gene therapy medicinal products as well as international harmonization programs. Each chapter,
authored by experts from various regulatory bodies throughout the international community, walks
the reader through the applications of nonclinical research to translational clinical research to
licensure and therapeutic use of these innovative products. More specifically, each chapter offers
insights into fundamental considerations that are essential for developers of Advanced Therapy
Medicinal Products in the areas of product quality, pharmacology and toxicology, clinical trial design
and HTA pathways, as well as pertinent ‘must-know’ guidelines and regulations. Regulatory Aspects
of Gene Therapy and Cell Therapy Products: a Global Perspective is part of the American Society of
Gene & Cell Therapy sub-series of the highly successful Advances in Experimental Medicine and
Biology series. It is essential reading for graduate students, clinicians, and researchers interested in
gene and cell therapy and the regulation of pharmaceuticals.
  foundation for accreditation of cellular therapy: Practical Transfusion Medicine Michael
F. Murphy, David J. Roberts, Mark H. Yazer, Nancy M. Dunbar, 2022-06-02 Practical Transfusion
Medicine Practical Transfusion Medicine, Sixth Edition The pace of change in transfusion medicine
is relentless, with new scientific and technological developments and continuing efforts to improve
transfusion practice. This sixth edition of Practical Transfusion Medicine has been updated
significantly to reflect the rapid changes in transfusion medicine since the fifth edition was
published in 2017. The primary purpose of this edition remains the same as the first: to provide a
comprehensive guide to transfusion medicine. This book contains more depth of information than
standard handbooks on transfusion medicine, whilst being more concise and approachable than a
standard reference text. This book covers the principles of transfusion medicine, the complications
of transfusion, practice in blood centres and hospitals and clinical transfusion practice. This sixth
edition includes a new section on patient blood management, cellular and tissue therapy, organ
transplantation and the development of the evidence base for transfusion. It also features a new
chapter on transfusion-associated circulatory overload to underline its importance as a complication
of transfusion, and a reconfiguration of the section on clinical transfusion practice to allow
consideration of the transfusion management of medical, surgical and haematology patients with
and without bleeding. This sixth edition of Practical Transfusion Medicine provides accessible and
comprehensive coverage of the field of transfusion medicine. It is a standalone text that will be
useful to clinical and scientific staff: not only for trainees who require an overview of the field, but
also for established practitioners who are involved in some aspect of transfusion medicine and
require a comprehensive, accessible reference book.
  foundation for accreditation of cellular therapy: Gene and Cellular Immunotherapy for
Cancer Armin Ghobadi, John F. DiPersio, 2022-01-01 Clinical and preclinical exploration of gene and
cellular immunotherapy have seen rapid growth and interest with the development and approval of
five Chimeric Antigen Receptor T-cell (CAR-T) products for lymphoma and myeloma and one
Bispecific T-Cell Engager (BiTE) for acute lymphoblastic leukemia (ALL). These advances have
dramatically improved the management of patients with relapsed refractory lymphoma, myeloma
and leukemia. Gene and Cellular Immunotherapy for Cancer offers readers a comprehensive review
of current cellular and gene-based immunotherapies. Divided into eighteen cohesive chapters, this
book provides an in-depth and detailed look into cellular-based immunotherapies including CAR-T,
TCR-T, TIL, Viral CTLs, NK cells in addition to T/NK cell engagers, focusing on their historical
perspectives, biology, development and manufacturing, toxicities and more. Edited by two leading
experts on gene and cellular immunotherapy, the book will feature chapters written by a diverse
collection of recognized and up-and-coming experts and researchers in the field, providing
oncologists, immunologists, researchers and clinical and basic science trainees with a bench to
bedside view of the latest developments in the field.
  foundation for accreditation of cellular therapy: Thomas' Hematopoietic Cell



Transplantation Karl G. Blume, Stephen J. Forman, Frederick R. Appelbaum, 2008-04-15 NEW -
the leading book in its field now fully updated andrevised! Click here to access two FREE sample
chapters! An Essential resource for all hematologists, oncologists,pathologists, pediatricians,
immunologists and all othersinterested in this dynamic area of medicine! Why you should buy this
book.... Extensive coverage of subject area - from the scientific basisto the view of the future
Includes all experimental research and clinicalapplication Combined the knowledge and expertise of
over 170 internationalspecialists Clear structure and layout Over 500 illustrations, including a
colour plate section Why buy the NEW edition...... New and fully revised to reflect the latest
developments inthis fast moving field 10 new chapters, covering some of the latest developments -
seebelow for the complete tables of content
  foundation for accreditation of cellular therapy: Basic & Applied Concepts of Blood Banking
and Transfusion Practices - E-Book Paula R. Howard, Wyenona Hicks, 2024-11-12 Master the role of
the medical laboratory scientist working in the blood bank and transfusion services! Basic & Applied
Concepts of Blood Banking and Transfusion Practices, 6th Edition combines scientific principles with
practice tips to engage learners with realistic laboratory experiences. These concepts are delivered
through relevant case studies and critical thinking exercises. The text provides an overview of topics
including quality and safety, the major blood groups, blood collecting and testing, transfusion
reactions, and blood component preparation. Written by Paula Howard and Wyenona Nonie Hicks,
both experienced Medical Laboratory Scientists and certified as Specialists in Blood Banking (SBB),
this text is ideal for students in any Medical Laboratory Science (MLS), Medical Laboratory
Technician (MLT), or Blood Bank Technology (BBT) training program, as well as for practicing
laboratory and healthcare professionals who wish to train for work in blood banks and transfusion
services. - NEW! Full-color illustrations that break down concepts for enhanced learner
comprehension, especially for those who favor visual learning - NEW! Did You Know?, Case Study,
ALERT! What's the Impact?, and Practice Tips provide important facts and guidelines to prepare you
for situations encountered in practice - NEW! Additional case studies relate to donor qualification
and testing, ABO discrepancies, molecular immunohematology techniques, antibody identification,
stem cell transplants, and coagulation disorders, offering extra practice in critical thinking
development - NEW! Cell therapy and flow cytometry information, expanded HLA and platelet
antigen and antibody material, detailed molecular genetic information in the Rh blood group system
chapter, and an expanded molecular genetics section prepare you for the questions you'll be
challenged with on the certification exam - NEW! End-of-chapter Critical Thinking and Study
Questions are keyed to the objectives - Coverage of current clinical practices includes
transplantation and cellular therapy, the HLA system, molecular techniques and applications,
automation, blood donor qualification, collection and testing, component manufacturing and
transfusion practices, therapeutic phlebotomy and therapeutic apheresis, and antibody identification
and special techniques - Learning features in each chapter break down difficult concepts with
outlines, learning objectives, key terms with definitions, special callouts, chapter summaries, basic
and challenging case studies, critical thinking exercises, and study questions - Numerous new,
updated, and expanded tables summarize key information and make it easier to compare content.
These will certainly continue to provide excellent references for graduates practicing in blood banks
and transfusion services - Updated illustrated blood group antigen toolbars show at a glance the
ISBT symbol, number, clinical significance, reactions to chemical treatments, and more for
antibodies - Comprehensive glossary provides definitions to key terms throughout the text -
Expanded online resources for students and instructors include additional study/test questions and
case studies
  foundation for accreditation of cellular therapy: Cancer Care in the United Arab Emirates
Humaid O. Al-Shamsi, 2024-09-17 This open access book is an unprecedented and comprehensive
book that delves deeply into the landscape of cancer care in the United Arab Emirates (UAE). This
ground-breaking book is set to become a go-to resource for those interested in gaining an in-depth
understanding of the status quo of cancer care across the seven emirates. The book, edited by Prof.



Humaid O. Al- Shamsi, a leading oncologist in the region and the President of the Emirates Oncology
Society, embarks on a compelling journey by meticulously examining the evolving cancer policies,
treatment modalities, and innovative approaches while celebrating notable success stories. At the
same time, it sheds light on the persistent challenges and unmet needs that continue to impact
cancer care in the UAE. Authored by a distinguished group of experts hailing from various sectors
within the UAE, the book brings together perspectives from oncology specialists, researchers,
healthcare policymakers, patient advocates, and other key stakeholders involved in patient
management. It covers a diverse range of topics crucial to cancer care, including early detection,
diagnosis, treatment options, supportive care services, survivorship, palliative care, and ongoing
research initiatives. In addition to addressing the general aspects of cancer care, this pioneering
book focuses on the unique factors and challenges specific to the UAE. It explores the impact of
cultural and social factors, healthcare infrastructure, regulatory frameworks, and the integration of
technological advancements in cancer management. The book also examines the role of patient
support organizations, patient empowerment, and community engagement in tackling the cancer
burden. Each chapter in Cancer Care in the UAE offers valuable insights into the challenges faced
by different disciplines involved in cancer care and provides a roadmap for transformative change.
By presenting an overarching vision and strategic outlook for the next generation, the book serves
as a catalyst for positive change in cancer care across the UAE. Endorsed by prestigious
organizations such as the Emirates Oncology Society and the Emirates Medical Association, Cancer
Care in the UAE stands as a testament to its credibility and relevance. This comprehensive book will
undoubtedly contribute significantly to enhancing cancer care, fostering collaboration among
stakeholders, and ultimately improving outcomes for individuals affected by cancer in the UAE and
wider region.
  foundation for accreditation of cellular therapy: Tissue Engineering in Regenerative
Medicine Harold S. Bernstein, 2011-08-28 Over the past decade, significant advances in the fields of
stem cell biology, bioengineering, and animal models have converged on the discipline of
regenerative medicine. Significant progress has been made leading from pre-clinical studies through
phase 3 clinical trials for some therapies. This volume provides a state-of-the-art report on tissue
engineering toward the goals of tissue and organ restoration and regeneration. Examples from
different organ systems illustrate progress with growth factors to assist in tissue remodeling; the
capacity of stem cells for restoring damaged tissues; novel synthetic biomaterials to facilitate cell
therapy; transplantable tissue patches that preserve three-dimensional structure; synthetic organs
generated in culture; aspects of the immune response to transplanted cells and materials; and
suitable animal models for non-human clinical trials. The chapters of this book are organized into six
sections: Stem Cells, Biomaterials and the Extracellular Environment, Engineered Tissue, Synthetic
Organs, Immune Response, and Animal Models. Each section is intended to build upon information
presented in the previous chapters, and set the stage for subsequent sections. Throughout the
chapters, the reader will observe a common theme of basic discovery informing clinical translation,
and clinical studies in animals and humans guiding subsequent experiments at the bench.
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