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The authors of this thematic issue provide a comprehensive summary of most recent
knowledge and references on quality control in wide fields. Quality control is essential for
natural products like natural medicine and related food products. In this issue fifteen chapters
have been included, discussing in detail various aspects of quality control. It will certainly prove
useful not only for phytochemical researchers, but also many scientists working in numerous
fields. Much effort has been invested by the contributors to share current information. Without
their efforts and input 'Quality Control of Herbal Medicine and Related Areas' could not exist.
Dosage Form Design Parameters, Volume I, examines the history and current state of the field
within the pharmaceutical sciences, presenting key developments. Content includes drug
development issues, the scale up of formulations, regulatory issues, intellectual property, solid
state properties and polymorphism. Written by experts in the field, this volume in the Advances
in Pharmaceutical Product Development and Research series deepens our understanding of
dosage form design parameters. Chapters delve into a particular aspect of this fundamental
field, covering principles, methodologies and the technologies employed by pharmaceutical
scientists. In addition, the book contains a comprehensive examination suitable for researchers
and advanced students working in pharmaceuticals, cosmetics, biotechnology and related
industries. Examines the history and recent developments in drug dosage forms for
pharmaceutical sciences Focuses on physicochemical aspects, prefomulation solid state
properties and polymorphism Contains extensive references for further discovery and learning
that are appropriate for advanced undergraduates, graduate students and those interested in
drug dosage design
Of the thousands of novel compounds that a drug discovery project team invents and that bind
to the therapeutic target, typically only a fraction of these have sufficient ADME/Tox properties
to become a drug product. Understanding ADME/Tox is critical for all drug researchers, owing
to its increasing importance in advancing high quality candidates to clinical studies and the
processes of drug discovery. If the properties are weak, the candidate will have a high risk of
failure or be less desirable as a drug product. This book is a tool and resource for scientists
engaged in, or preparing for, the selection and optimization process. The authors describe how
properties affect in vivo pharmacological activity and impact in vitro assays. Individual drug-like
properties are discussed from a practical point of view, such as solubility, permeability and
metabolic stability, with regard to fundamental understanding, applications of property data in
drug discovery and examples of structural modifications that have achieved improved property
performance. The authors also review various methods for the screening (high throughput),
diagnosis (medium throughput) and in-depth (low throughput) analysis of drug properties. *
Serves as an essential working handbook aimed at scientists and students in medicinal
chemistry * Provides practical, step-by-step guidance on property fundamentals, effects,
structure-property relationships, and structure modification strategies * Discusses
improvements in pharmacokinetics from a practical chemist's standpoint
Presents a detailed discussion of important solid-state properties, methods, and applications of
solid-state analysis Illustrates the various phases or forms that solids can assume and
discussesvarious issues related to the relative stability of solid forms and tendencies to
undergo transformation Covers key methods of solid state analysis including X-ray powder
diffraction, thermal analysis, microscopy, spectroscopy, and solid state NMR Reviews critical
physical attributes of pharmaceutical materials, mainly related to drug substances, including
particle size/surface area, hygroscopicity, mechanical properties, solubility, and physical and
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chemical stability Showcases the application of solid state material science in rational selection
of drug solid forms, analysis of various solid forms within drug substance and the drug product,
and pharmaceutical product development Introduces appropriate manufacturing and control
procedures using Quality by Design, and other strategies that lead to safe and effective
products with a minimum of resources and time
Specification of Drug Substances and Products: Development and Validation of Analytical
Methods, Second Edition, presents a comprehensive and critical analysis of the requirements
and approaches to setting specifications for new pharmaceutical products, with an emphasis
on phase-appropriate development, validation of analytical methods, and their application in
practice. This thoroughly revised second edition covers topics not covered or not substantially
covered in the first edition, including method development and validation in the clinical phase,
method transfer, process analytical technology, analytical life cycle management, special
challenges with generic drugs, genotoxic impurities, topical products, nasal sprays and
inhalation products, and biotechnology products. The book's authors have been carefully
selected as former members of the ICH Expert Working Groups charged with developing the
ICH guidelines, and/or subject-matter experts in the industry, academia and in government
laboratories. Presents a critical assessment of the application of ICH guidelines on method
validation and specification setting Written by subject-matter experts involved in the
development and application of the guidelines Provides a comprehensive treatment of the
analytical methodologies used in the analysis, control and specification of new drug
substances and products Covers the latest statistical approaches (including analytical quality
by design) in the development of specifications, method validation and shelf-life prediction
This volume presents the proceedings of the International Conference on Medical and
Biological Engineering held from 16 to 18 March 2017 in Sarajevo, Bosnia and Herzegovina.
Focusing on the theme of ‘Pursuing innovation. Shaping the future’, it highlights the latest
advancements in Biomedical Engineering and also presents the latest findings, innovative
solutions and emerging challenges in this field. Topics include: - Biomedical Signal Processing
- Biomedical Imaging and Image Processing - Biosensors and Bioinstrumentation - Bio-
Micro/Nano Technologies - Biomaterials - Biomechanics, Robotics and Minimally Invasive
Surgery - Cardiovascular, Respiratory and Endocrine Systems Engineering - Neural and
Rehabilitation Engineering - Molecular, Cellular and Tissue Engineering - Bioinformatics and
Computational Biology - Clinical Engineering and Health Technology Assessment - Health
Informatics, E-Health and Telemedicine - Biomedical Engineering Education - Pharmaceutical
Engineering
The high failure rate in the pharmaceutical industry has positioned biomarkers and
personalized medicine in the frontline, as possible solutions. If executed right, biomarkers and
companion diagnostics (CDx) can potentially help the drug industry enhance the probability of
success, accelerate the time to market, and, more importantly, benefit patients by supporting
accurate diagnosis and selection of the most effective and least toxic therapies. This book
aims to examine the challenges and limitations in biomarkers and laboratory tests. It also offers
advice on best practices to ensure proper application of biomarkers and bridges the gap
between diagnostic business development claims and real-life deliverables. The book covers
biomarkers for different purposes, provides examples from different technologies, which
includes standard-of-care approved assays as well as for-investigational-use and for-research-
use-only assays. It also includes new data for biomarkers in different therapeutic indications
and offers case studies and practical examples. This book serves as a reference to drug
developers, IVD providers, clinical labs, healthcare givers, academicians, and researchers for
best practices to help increase the probability of success in drug development and improve
patient management. Provides the unique insight of an expert with extensive experience in
diagnostics and clinical laboratory on one side and drug discovery and development on the
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other side Addresses the challenges of drug development and precision medicine and
suggests how to eliminate or mitigate these challenges through better utilization of biomarkers
and diagnostics in drug development and patient management Features case studies and real-
life examples from different classes of biomarkers on different platforms for different
therapeutic areas and includes more than 200 illustrations
Science, Medicine, and Animals explains the role that animals play in biomedical research and
the ways in which scientists, governments, and citizens have tried to balance the experimental
use of animals with a concern for all living creatures. An accompanying Teacherâ€™s Guide is
available to help teachers of middle and high school students use Science, Medicine, and
Animals in the classroom. As students examine the issues in Science, Medicine, and Animals,
they will gain a greater understanding of the goals of biomedical research and the real-world
practice of the scientific method in general. Science, Medicine, and Animals and the
Teacherâ€™s Guide were written by the Institute for Laboratory Animal Research and published
by the National Research Council of the National Academies. The report was reviewed by a
committee made up of experts and scholars with diverse perspectives, including members of
the U.S. Department of Agriculture, National Institutes of Health, the Humane Society of the
United States, and the American Society for the Prevention of Cruelty to Animals. The
Teacherâ€™s Guide was reviewed by members of the National Academiesâ€™ Teacher
Associates Network. Science, Medicine, and Animals is recommended by the National Science
Teacherâ€™s Association NSTA Recommends.
Nanoscale Fabrication, Optimization, Scale-up and Biological Aspects of
Pharmaceutical Nanotechnology focuses on the fabrication, optimization, scale-up and
biological aspects of pharmaceutical nanotechnology. In particular, the following
aspects of nanoparticle preparation methods are discussed: the need for less toxic
reagents, simplification of the procedure to allow economic scale-up, and optimization
to improve yield and entrapment efficiency. Written by a diverse range of international
researchers, the chapters examine characterization and manufacturing of
nanomaterials for pharmaceutical applications. Regulatory and policy aspects are also
discussed. This book is a valuable reference resource for researchers in both academia
and the pharmaceutical industry who want to learn more about how nanomaterials can
best be utilized. Shows how nanomanufacturing techniques can help to create more
effective, cheaper pharmaceutical products Explores how nanofabrication techniques
developed in the lab have been translated to commercial applications in recent years
Explains safety and regulatory aspects of the use of nanomanufacturing processes in
the pharmaceutical industry
As a guide for pharmaceutical professionals to the issues and practices of drug
discovery toxicology, this book integrates and reviews the strategy and application of
tools and methods at each step of the drug discovery process. • Guides researchers as
to what drug safety experiments are both practical and useful • Covers a variety of key
topics – safety lead optimization, in vitro-in vivo translation, organ toxicology, ADME,
animal models, biomarkers, and –omics tools • Describes what experiments are
possible and useful and offers a view into the future, indicating key areas to watch for
new predictive methods • Features contributions from firsthand industry experience,
giving readers insight into the strategy and execution of predictive toxicology practices
Pharmaceutics is one of the most diverse subject areas in all of pharmaceutical
science. In brief, it is concerned with the scientific and technological aspects of the
design and manufacture of dosage forms or medicines. An understanding of
pharmaceutics is therefore vital for all pharmacists and those pharmaceutical scientists
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who are involved with converting a drug or a potential drug into a medicine that can be
delivered safely, effectively and conveniently to the patient. Now in its fourth edition,
this best-selling textbook in pharmaceutics has been brought completely up to date to
reflect the rapid advances in delivery methodologies by eye and injection, advances in
drug formulations and delivery methods for special groups (such as children and the
elderly), nanomedicine, and pharmacognosy. At the same time the editors have striven
to maintain the accessibility of the text for students of pharmacy, preserving the balance
between being a suitably pitched introductory text and a clear reflection of the state of
the art. provides a logical, comprehensive account of drug design and manufacture
includes the science of formulation and drug delivery designed and written for
newcomers to the design of dosage forms New to this edition New editor: Kevin Taylor,
Professor of Clinical Pharmaceutics, School of Pharmacy, University of London. Twenty-
two new contributors. Six new chapters covering parenteral and ocular delivery; design
and administration of medicines for the children and elderly; the latest in plant
medicines; nanotechnology and nanomedicines, and the delivery of
biopharmaceuticals. Thoroughly revised and updated throughout.
Fully updated and revised to include the latest information since publication of the first
edition in 1989, the Second Edition of this highly praised reference covers all aspects of
the Food and Drug Administration's (FDA) Good Laboratory Practice (GLP) regulations
and techniques for implementation. The book details specific standards and general
guidelines for the management of efficient and effective research environment. A guide
to the current standards and requirements of good laboratory management, the book
examines essential theoretical principles for anticipating new and emerging
interpretations of GLP in a variety of laboratory settings.
Since the publication of the Institute of Medicine (IOM) report Clinical Practice
Guidelines We Can Trust in 2011, there has been an increasing emphasis on assuring
that clinical practice guidelines are trustworthy, developed in a transparent fashion, and
based on a systematic review of the available research evidence. To align with the IOM
recommendations and to meet the new requirements for inclusion of a guideline in the
National Guidelines Clearinghouse of the Agency for Healthcare Research and Quality
(AHRQ), American Psychiatric Association (APA) has adopted a new process for
practice guideline development. Under this new process APA's practice guidelines also
seek to provide better clinical utility and usability. Rather than a broad overview of
treatment for a disorder, new practice guidelines focus on a set of discrete clinical
questions of relevance to an overarching subject area. A systematic review of evidence
is conducted to address these clinical questions and involves a detailed assessment of
individual studies. The quality of the overall body of evidence is also rated and is
summarized in the practice guideline. With the new process, recommendations are
determined by weighing potential benefits and harms of an intervention in a specific
clinical context. Clear, concise, and actionable recommendation statements help
clinicians to incorporate recommendations into clinical practice, with the goal of
improving quality of care. The new practice guideline format is also designed to be
more user friendly by dividing information into modules on specific clinical questions.
Each module has a consistent organization, which will assist users in finding clinically
useful and relevant information quickly and easily. This new edition of the practice
guidelines on psychiatric evaluation for adults is the first set of the APA's guidelines

Page 4/11



Download Free Pharmaceutical Stress Testing Predicting Drug Degradation
Second Edition Drugs And The Pharmaceutical Sciences

developed under the new guideline development process. These guidelines address
the following nine topics, in the context of an initial psychiatric evaluation: review of
psychiatric symptoms, trauma history, and treatment history; substance use
assessment; assessment of suicide risk; assessment for risk of aggressive behaviors;
assessment of cultural factors; assessment of medical health; quantitative assessment;
involvement of the patient in treatment decision making; and documentation of the
psychiatric evaluation. Each guideline recommends or suggests topics to include during
an initial psychiatric evaluation. Findings from an expert opinion survey have also been
taken into consideration in making recommendations or suggestions. In addition to
reviewing the available evidence on psychiatry evaluation, each guideline also provides
guidance to clinicians on implementing these recommendations to enhance patient
care.
The International Conference of Harmonization (ICH) has worked on har- nizing the
stability regulations in the US, Europe, and Japan since the early 1990s. Even though
the Stability Guidelines Q1A (R2) was issued over a decade ago, issues surrounding
this arena continue to surface as the principles described in the guideline are applied to
different technical concentrations. As a result, the stability community has continued to
discuss concerns and find ways of harmonizing regulatory requirements, streamlining
practices, improving processes in order to bring safe and effective medical supplies to
the patients around the world. In 2007, the American Association of Pharmaceutical
Scientists (AAPS) Stability Focus Group organized two workshops – the Stability
Workshop and the Degradation Mechanism Workshop. These meetings attracted many
industry scientists as well as representatives from several regulatory agencies in the
world to discuss important topics related to pharmaceutical stability practices.
Recognizing the importance of documenting these discussions and with the permission
of AAPS, I have worked with speakers to assemble a collection of 30 articles from
presentations given at these two meetings, mainly the Stability Workshop. I trust that
this book will be beneficial to all of you in providing guidance and up-to-date information
for building quality stability programs. v Freedom of our mind is Mother of all inventions.
Handbook of Modern Pharmaceutical Analysis, Second Edition, synthesizes the
complex research and recent changes in the field, while covering the techniques and
technology required for today's laboratories. The work integrates strategy, case studies,
methodologies, and implications of new regulatory structures, providing complete
coverage of quality assurance from the point of discovery to the point of use. Treats
pharmaceutical analysis (PA) as an integral partner to the drug development process
rather than as a service to it Covers method development, validation, selection, testing,
modeling, and simulation studies combined with advanced exploration of assays,
impurity testing, biomolecules, and chiral separations Features detailed coverage of
QA, ethics, and regulatory guidance (quality by design, good manufacturing practice),
as well as high-tech methodologies and technologies from "lab-on-a-chip" to LC-MS,
LC-NMR, and LC-NMR-MS
Featuring more than 4100 references, Drug-Induced Liver Disease will be an invaluable
reference for gastroenterologists, hepatologists, family physicians, internists,
pathologists, pharmacists, pharmacologists, and clinical toxicologists, and graduate and
medical school students in these disciplines.
The second edition of Pharmaceutical Stress Testing: Predicting Drug Degradation provides a
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practical and scientific guide to designing, executing and interpreting stress testing studies for
drug substance and drug product. This is the only guide available to tackle this subject in-
depth. The Second Edition expands coverage from chemical stability into the physical aspects
of stress testing, and incorporates the concept of Quality by Design into the stress testing
construct / framework. It has been revised and expanded to include chapters on large
molecules, such as proteins and antibodies, and it outlines the changes in stress testing that
have emerged in recent years. Key features include: A renowned Editorial team and
contributions from all major drug companies, reflecting a wealth of experience. 10 new
chapters, including Stress Testing and its relationship to the assessment of potential genotoxic
degradants, combination drug therapies, proteins, oligonucleotides, physical changes and
alternative dosage forms such as liposomal formulations Updated methodologies for predicting
drug stability and degradation pathways Best practice models to follow An expanded
Frequently Asked Questions section This is an essential reference book for Pharmaceutical
Scientists and those working in Quality Assurance and Drug Development (analytical sciences,
formulations, chemical process, project management).
Pharmaceutical Stress TestingPredicting Drug Degradation, Second EditionCRC Press
This handbook is the first to cover all aspects of stability testing in pharmaceutical
development. Written by a group of international experts, the book presents a scientific
understanding of regulations and balances methodologies and best practices.
Pharmaceutical Dosage Forms: Parenteral Medications explores the administration of
medications through other than the enteral route. First published in 1984 (as two volumes) and
then last revised in 1993, this three-volume set presents the plethora of changes in the science
and considerable advances in the technology associated with these products
As the generic pharmaceutical industry continues to grow and thrive, so does the need to
conduct efficient and successful bioequivalence studies. In recent years, there have been
significant changes to the statistical models for evaluating bioequivalence, and advances in the
analytical technology used to detect drug and metabolite levels have made
This detailed volume collects numerous methods and protocols related to different aspects of
stability programs that are followed in pharmaceutical development laboratories.
Implementation of a successful stability program, vital in preventing product failures and
recalls, requires critical and logical thinking that goes beyond the regular documented
protocols and methods, so the experiences of the book’s internationally-based expert
contributors fill the chapters with practical guidance. As a volume in the Methods in
Pharmacology and Toxicology series, this book presents the kind of real-world advice that is
essential for advancing laboratory research. Authoritative and thorough, Methods for Stability
Testing of Pharmaceuticals serves as a valuable addition to the existing armamentarium of
resources available to stability testing personnel in research and industry.
As the generic pharmaceutical industry continues to grow and thrive, so does the need to
conduct adequate, efficient bioequivalence studies. In recent years, there have been significant
changes to the statistical models for evaluating bioequivalence. In addition, advances in the
analytical technology used to detect drug and metabolite levels have m
This book explains task management concepts and outlines practical knowledge to help
pharmaceutical analytical scientists become productive and enhance their career. •Presents
broad topics such as product development process, regulatory requirement, task and project
management, innovation mindset, molecular recognition, separation science, degradation
chemistry, and statistics. •Provokes thinking through figures, tables, and case studies to help
understand how the various functions integrate and how analytical development can work
efficiently and effectively by applying science and creativity in their work. •Discusses how to
efficiently develop a fit-for-purpose HPLC method without screening dozens of columns,
gradients, or mobile phase combinations each time, since the extra effort may not provide
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enough of a benefit to justify the cost and time in a fast-paced product development
environment. This book explains task management concepts and outlines practical knowledge
to help pharmaceutical analytical scientists become productive and enhance their career.
•Presents broad topics such as product development process, regulatory requirement, task
and project management, innovation mindset, molecular recognition, separation science,
degradation chemistry, and statistics. •Provokes thinking through figures, tables, and case
studies to help understand how the various functions integrate and how analytical development
can work efficiently and effectively by applying science and creativity in their work. •Discusses
how to efficiently develop a fit-for-purpose HPLC method without screening dozens of columns,
gradients, or mobile phase combinations each time, since the extra effort may not provide
enough of a benefit to justify the cost and time in a fast-paced product development
environment.
Through the use of practical examples and solutions, Pharmaceutical Statistics:
Practical and Clinical Applications, Fifth Edition provides the most complete and
comprehensive guide to the various statistical applications and research issues in
the pharmaceutical industry, particularly in clinical trials and bioequivalence
studies.
Examining the implications and practical implementation of multi-disciplinary
International Conference on Harmonization (ICH) topics, this book gives an
integrated view of how the guidelines inform drug development strategic planning
and decision-making. • Addresses a consistent need for interpretation, training,
and implementation examples of ICH guidelines via case studies • Offers a
primary reference point for practitioners addressing the dual challenge of
interpretation and practical implementation of ICH guidelines • Uses case studies
to help readers understand and apply ICH guidelines • Provides valuable insights
into guidelines development, with chapters by authors involved in generating or
with experience implementing the guidelines • Includes coverage of stability
testing, analytical method validation, impurities, biotechnology drugs and
products, and good manufacturing practice (GMP)
This handbook features contributions from a team of expert authors representing
the many disciplines within science, engineering, and technology that are
involved in pharmaceutical manufacturing. They provide the information and tools
you need to design, implement, operate, and troubleshoot a pharmaceutical
manufacturing system. The editor, with more than thirty years' experience
working with pharmaceutical and biotechnology companies, carefully reviewed all
the chapters to ensure that each one is thorough, accurate, and clear.
Based on a training course developed by Dr. Joseph T. Piechocki and other
experts in this field whose contributions appear in this book for two International
Meetings on the Photostability of Drugs and Drug Products, this text clarifies the
guidelines set by the International Conference on Harmonization (ICH) and
provides a comprehensive background
The first book devoted to the topic, this reference discusses the predictive power
and limitations of current stress testing strategies and emphasizes the critical role
of stress testing in the determination of the stability characteristics of
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pharmaceuticals-offering an extensive compilation of drug degradation studies
from real-world examples in the literature.
When a biological drug patent expires, alternative biosimilar products are
developed. The development of biosimilar products is complicated and involves
numerous considerations and steps. The assessment of biosimilarity and
interchangeability is also complicated and difficult. Biosimilar Drug Product
Development presents current issues for the development of biosimilars and
gives detailed reviews of its various stages and contributing factors as well as
relevant regulatory pathways and pre- and post-approval issues.
The vast majority of drugs are organic molecular entities. A clear understanding
of the organic chemistry of drug degradation is essential to maintaining the
stability, efficacy, and safety of a drug product throughout its shelf-life. During
analytical method development, stability testing, and pharmaceutical
manufacturing troubleshooting activities, one of the frequently occurring and
usually challenging events would be the identification of drug degradants and
understanding of drug degradation mechanisms and pathways. This book is
written by a veteran of the pharmaceutical industry who has first-hand experience
in drug design and development, drug degradation mechanism studies, analytical
development, and manufacturing process troubleshooting and improvement. The
author discusses various degradation pathways with an emphasis on the
mechanisms of the underlying organic chemistry, which should aid greatly in the
efforts of degradant identification, formulation development, analytical
development, and manufacturing process improvement. Organic reactions that
are significant in drug degradation will first be reviewed and then illustrated by
examples of drug degradation reported in the literature. The author brings the
book to a close with a final chapter dedicated to the strategy for rapid elucidation
of drug degradants with regard to the current regulatory requirements and
guidelines. One chapter that should be given special attention is Chapter 3,
Oxidative Degradation. Oxidative degradation is one of the most common
degradation pathways but perhaps the most complex one. This chapter employs
more than sixty drug degradation case studies with in-depth discussion in regard
to their unique degradation pathways. With the increasing regulatory
requirements on the quality and safety of pharmaceutical products, in particular
with regard to drug impurities and degradants, the book will be an invaluable
resource for pharmaceutical and analytical scientists who engage in formulation
development, analytical development, stability studies, degradant identification,
and support of manufacturing process improvement. In addition, it will also be
helpful to scientists engaged in drug discovery and development as well as in
drug metabolism studies.
This book intends to be an updated compilation of the most important buccal,
gastric, intestinal, pulmonary, nasal, vaginal, ocular, skin and blood-brain barrier
in vitro models for predicting the permeability of drugs. Concepts and Models for
Drug Permeability Studies focuses on different approaches and comprises of
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various models. Each model describes the protocol of seeding and conservation,
the application for specific drugs, and takes into account the maintenance of
physiologic characteristics and functionality of epithelium, from the simplest
immortalized cell-based monoculture to the most complex engineered-tissue
models. Chapters also discuss the equivalence between in vitro cell and tissue
models and in vivo conditions, highlighting how each model may provisionally
resemble a different drug absorption route. Updated information regarding the
most recent in vitro models to study the permeability of drugs Short and concise
chapters covering all the biological barriers with interest in drug permeability A
combination of bibliographic information related with individual models and
footnote instructions of technical procedures for construction of cell and tissue-
based models Simple and clear scientific content, adaptable for young scientists
and experimented researchers
Micro-Facts has proved to be a useful ready reference for practising food
microbiologists and others concerned with ensuring the microbiological safety of
foods. Micro-Facts 6th Edition is an invaluable tool for food microbiologists
everywhere, as a source book of information relevant to the prevention of food-
poisoning hazards worldwide.
Oral Drug Absorption, Second Edition thoroughly examines the special
equipment and methods used to test whether drugs are released adequately
when administered orally. The contributors discuss methods for accurately
establishing and validating in vitro/in vivo correlations for both MR and IR
formulations, as well as alternative approaches for MR an
Accelerated Predictive Stability (APS): Fundamentals and Pharmaceutical
Industry Practices provides coverage of both the fundamental principles and
pharmaceutical industry applications of the APS approach. Fundamental
chapters explain the scientific basis of the APS approach, while case study
chapters from many innovative pharmaceutical companies provide a thorough
overview of the current status of APS applications in the pharmaceutical industry.
In addition, up-to-date experiences in utilizing APS data for regulatory
submissions in many regions and countries highlight the potential of APS in
support of registration stability testing for certain regulatory submissions. This
book provides high level strategies for the successful implementation of APS in a
pharmaceutical company. It offers scientists and regulators a comprehensive
resource on how the pharmaceutical industry can enhance their understanding of
a product’s stability and predict drug expiry more accurately and quickly.
Provides a comprehensive, one-stop-shop resource for accelerated predictive
stability (APS) Presents the scientific basis of different APS models Includes the
applications and utilities of APS that are demonstrated through numerous case
studies Covers up-to-date regulatory experience
HPLC for Pharmaceutical Scientists is an excellent book for both novice and
experienced pharmaceutical chemists who regularly use HPLC as an analytical
tool to solve challenging problems in the pharmaceutical industry. It provides a
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unified approach to HPLC with an equal and balanced treatment of the theory
and practice of HPLC in the pharmaceutical industry. In-depth discussion of
retention processes, modern HPLC separation theory, properties of stationary
phases and columns are well blended with the practical aspects of fast and
effective method development and method validation. Practical and pragmatic
approaches and actual examples of effective development of selective and
rugged HPLC methods from a physico-chemical point of view are provided. This
book elucidates the role of HPLC throughout the entire drug development
process from drug candidate inception to marketed drug product and gives
detailed specifics of HPLC application in each stage of drug development. The
latest advancements and trends in hyphenated and specialized HPLC techniques
(LC-MS, LC-NMR, Preparative HPLC, High temperature HPLC, high pressure
liquid chromatography) are also discussed.
In order to avoid late-stage drug failure due to factors such as undesirable
metabolic instability, toxic metabolites, drug-drug interactions, and polymorphic
metabolism, an enormous amount of effort has been expended by both the
pharmaceutical industry and academia towards developing more powerful
techniques and screening assays to identify the metabolic profiles and enzymes
involved in drug metabolism. This book presents some in-depth reviews of
selected topics in drug metabolism. Among the key topics covered are: the
interplay between drug transport and metabolism in oral bioavailability; the
influence of genetic and epigenetic factors on drug metabolism; impact of
disease on transport and metabolism; and the use of novel microdosing
techniques and novel LC/MS and genomic technologies to predict the metabolic
parameters and profiles of potential new drug candidates.
Alcohol use disorder (AUD) is a major public health problem in the United States.
The estimated 12-month and lifetime prevalence values for AUD are 13.9% and
29.1%, respectively, with approximately half of individuals with lifetime AUD
having a severe disorder. AUD and its sequelae also account for significant
excess mortality and cost the United States more than $200 billion annually.
Despite its high prevalence and numerous negative consequences, AUD remains
undertreated. In fact, fewer than 1 in 10 individuals in the United States with a
12-month diagnosis of AUD receive any treatment. Nevertheless, effective and
evidence-based interventions are available, and treatment is associated with
reductions in the risk of relapse and AUD-associated mortality. The American
Psychiatric Association Practice Guideline for the Pharmacological Treatment of
Patients With Alcohol Use Disorder seeks to reduce these substantial
psychosocial and public health consequences of AUD for millions of affected
individuals. The guideline focuses specifically on evidence-based
pharmacological treatments for AUD in outpatient settings and includes additional
information on assessment and treatment planning, which are an integral part of
using pharmacotherapy to treat AUD. In addition to reviewing the available
evidence on the use of AUD pharmacotherapy, the guideline offers clear,
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concise, and actionable recommendation statements, each of which is given a
rating that reflects the level of confidence that potential benefits of an intervention
outweigh potential harms. The guideline provides guidance on implementing
these recommendations into clinical practice, with the goal of improving quality of
care and treatment outcomes of AUD.
The sophistication of modelling and simulation technologies have improved
dramatically over the past decade and their applications in toxicity prediction and
risk assessment are of critical importance. The integration of predictive toxicology
approaches will become increasingly necessary as industrial chemicals advance
and as new pharmaceuticals enter the market. In this comprehensive discussion
of predictive toxicology and its applications, leading experts express their views
on the technologies currently available and the potential for future developments.
The book covers a wide range of topics including in silico, in vitro and in vivo
approaches that are being used in the safety assessment of chemical
substances. It reflects the growing and urgent need to strengthen and improve
our ability to predict the safety and risks posed by industrial and pharmaceutical
chemicals in humans. The reader will find extensive information on the use of
current animal models used for various toxicities and target mediated toxicities.
Also discussed are the recent regulatory initiatives to improve the safety
assessment of chemicals. The book provides an expert and comprehensive
discussion on the current status and future directions of predictive toxicology and
its application. The various chapters in the book also reflect the growing need for
improvements in our technologies and abilities to predict toxicities of
pharmaceutical and industrial chemicals to ensure product safety and protect
public health.
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