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An internationally acclaimed reference work recognized as one of the most authoritative and comprehensive sources of
information on excipients used in pharmaceutical formulation with this new edition providing 340 excipient monographs.
Incorporates information on the uses, and chemical and physical properties of excipients systematically collated from a
variety of international sources including: pharmacopeias, patents, primary and secondary literature, websites, and
manufacturers' data; extensive data provided on the applications, licensing, and safety of excipients; comprehensively
cross-referenced and indexed, with many additional excipients described as related substances and an international
supplier's directory and detailed information on trade names and specific grades or types of excipients commercially
available.
Commonly known as the Orange Guide, this book remains an essential reference for all manufacturers and distributors of
medicines in Europe. It provides a single authoritative source of European and UK guidance, information and legislation
relating to the manufacture and distribution of human medicines.
This volume comprises 12 chapters authored by Covington & Burling lawyers. These chapters cover key areas of EU law
that impact the life sciences industry, including the specific regulatory obligations that apply to life sciences companies,
EU competition rules, EU data protection rules and the laws governing bribery. Each chapter is authored by one or
several leading specialists of the subject matter discussed. EU Law and Life Sciences aims at providing in house counsel
in life sciences firms, regulators, and lawyers with a comprehensive view of the complex set of rules that affect the
business of life sciences companies. It combines theoretical insights with practical advice.
Data integrity is fundamental in a pharmaceutical and medical devices quality system. This book provides practical
information to enable compliance with data integrity, while highlighting and efficiently integrating worldwide regulation into
the subject. The ideas presented in this book are based on many years’ experience in regulated industries in various
computer systems development, maintenance, and quality functions. In addition to case studies, a practical approach will
be presented to increase efficiency and to ensure that the design and testing of the data integrity controls are correctly
achieved.
Tailoring of biomolecules using protein engineering technology, and host cells culture techniques are among the most
sophisticated and elegant achievements of modern applied life sciences in which the basic fundamentals biotechnology
are applicable for the development and manufacturing of biologics and other related bio-molecules for a hurdle free life
with good health. A majority of biologics derived from genetically modified host cells in the current market are bioPage 1/9
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formulation such as antibodies, nucleic acid products and vaccines. Such bio-formulations are developed mainly in two
steps i.e. upstream process and downstream process. The first volume of this series begins with the latest information on
how the classical stepwise host cells culture (mammals, animals, plants, and bacteria) methodology has been changed to
fully continuous or partially continuous host cells culture process in order to economise the biopharmaceutical products
manufacturing process. In addition this volume narrates a brief history on conceptual development of new thoughts in
designing biotechnology industries for commercial production of variety of therapeutic proteins with structural modification
on the basis of clinical requirements. The readers will feel exited by going through the latest discovery and development
in applied life sciences for designing innovative biomolecules for health care with utmost safe. The most interesting part
of this volume is newly developed concept on bioprinting. It explains how to design and fabricate animate objects by
fusing or depositing material of interest in the form of powders, solid dusts, metal, liquid or even living cells or tissues by
layers to produce 3D objectives. The first volume ends with the latest information on the current trend in biologics market,
market dynamic, drives, and opportunities with challenges.
This book contains essential knowledge on the preparation, control, logistics, dispensing and use of medicines. It
features chapters written by experienced pharmacists working in hospitals and academia throughout Europe, complete
with practical examples as well as information on current EU-legislation. From prescription to production, from usage
instructions to procurement and the impact of medicines on the environment, the book provides step-by-step coverage
that will help a wide range of readers. It offers product knowledge for all pharmacists working directly with patients and it
will enable them to make the appropriate medicine available, to store medicines properly, to adapt medicines if necessary
and to dispense medicines with the appropriate information to inform patients and caregivers about product care and how
to maintain their quality. This basic knowledge will also be of help to industrial pharmacists to remind and focus them on
the application of the medicines manufactured. The basic and practical knowledge on the design, preparation and quality
management of medicines can directly be applied by the pharmacists whose main duty is production in community and
hospital pharmacies and industries. Undergraduate as well as graduate pharmacy students will find knowledge and
backgrounds in a fully coherent way and fully supported with examples.
The adulteration and fraudulent manufacture of medicines is an old problem, vastly aggravated by modern manufacturing
and trade. In the last decade, impotent antimicrobial drugs have compromised the treatment of many deadly diseases in
poor countries. More recently, negligent production at a Massachusetts compounding pharmacy sickened hundreds of
Americans. While the national drugs regulatory authority (hereafter, the regulatory authority) is responsible for the safety
of a country's drug supply, no single country can entirely guarantee this today. The once common use of the term
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counterfeit to describe any drug that is not what it claims to be is at the heart of the argument. In a narrow, legal sense a
counterfeit drug is one that infringes on a registered trademark. The lay meaning is much broader, including any drug
made with intentional deceit. Some generic drug companies and civil society groups object to calling bad medicines
counterfeit, seeing it as the deliberate conflation of public health and intellectual property concerns. Countering the
Problem of Falsified and Substandard Drugs accepts the narrow meaning of counterfeit, and, because the nuances of
trademark infringement must be dealt with by courts, case by case, the report does not discuss the problem of counterfeit
medicines.
Biocontamination Control for Pharmaceuticals and Healthcare outlines a biocontamination strategy that tracks bio-burden control
and reduction at each transition in classified areas of a facility. This key part of controlling risk escalation can lead to the
contamination of medicinal products, hence necessary tracking precautions are essential. Regulatory authorities have challenged
pharmaceutical companies, healthcare providers, and those in manufacturing practice to adopt a holistic approach to
contamination control. New technologies are needed to introduce barriers between personnel and the environment, and to provide
a rapid and more accurate assessment of risk. This book offers guidance on building a complete biocontamination strategy.
Provides the information necessary for a facility to build a complete biocontamination strategy Helps facilities understand the main
biocontamination risks to medicinal products Assists the reader in navigating regulatory requirements Provides insight into
developing an environmental monitoring program Covers the types of rapid microbiological monitoring methods now available, as
well as current legislation
In A Shot in the Arm, MIT Professor Yossi Sheffi recounts the extraordinary journey to deliver Covid-19 vaccines: from scientific
advancements to candidate vaccines and mass vaccination. It is a story of bold innovation, risk-taking, and teamwork as scientists,
engineers, supply chain experts, manufacturers, and governments collaborated on the greatest product launch in history. The
book also highlights the breathtaking potential of revolutionary mRNA technology and the vital lessons for combating other global
challenges, including climate change.
This book explores the relationship between politics, ethics and law in risk governance involving multi-valued human biological
materials, such as blood.
Corporate Risk and Governance addresses corporate risk management and governance requirements affecting large
organizations in all industry sectors and countries. The book strongly advocates implementation of Corporate Governance Codes,
ISO 31000 Risk Management, ISO 22301 Business Continuity Management and PAS 200 Crisis Management but warns against
treating any standard or model slavishly, as if it can offer easy salvation or a simple route to a risk nirvana. Alan Waring challenges
many hallowed beliefs, attitudes and practices that continue to hamper the delivery of effective Enterprise Risk Management
(ERM) and thereby good governance. Those boardroom and corporate cultures that are complacent about risk exposures and risk
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management or, worse, encourage ’chancers’ and a ’what can we get away with’ attitude, are examined in depth along with
what is required to embed a culture of responsible risk-taking. Some 75 cases from around the world provide graphic examples
and lessons to be learned. Although the text includes some summary practical guidance, this book is designed primarily as a
thinking aid rather than a risk management cookbook. It is something to encourage better informed risk-decision making; a more
informed view of enterprise risk exposures, control and mitigation issues and an awareness of boardroom and corporate culture
issues and their impact on effective ERM.
This book looks at the experiences of different latecomer countries in promoting sustainable health innovation systems to cater to
local needs, presenting empirical findings from India, Bangladesh, Vietnam, Kenya, Tanzania and Nigeria.
New technologies often appear to be beyond the control of any governing systems. This is especially true for transformative
technologies. This book examines the deep governing structures of transformative technology and innovation in an effort to identify
which actors can be expected to act when, under what conditions and to what effect.
Licensing, Selling and Finance in the Pharmaceutical and Healthcare Industries is an assessment of the turbulent state of
pharmaceutical and biotechnology markets as we enter the second decade of the 21st Century. At the same time, the book offers
a cautionary evaluation of the future financing of innovation in terms of what's gone wrong and how to succeed in the future. Martin
Austin explores the challenge that the pharmaceutical (and related) industries face in terms of balancing short term, cost
containment and expenditure control in areas such as internal research and development; whilst embracing in-licensing and the
acquisition of innovative therapies to counteract their impending portfolio weaknesses in the mid to longer term. The first part of
the book provides an engaging and convincing perspective on the context in which the industry currently finds itself; the second
part is a pragmatic guide to commercialising your intellectual property; including how to recognise and value what you have as well
as the new ways of working that you will need to adopt when negotiating, collaborating and contracting in partnership and alliance
with others. Commentators have described in great detail the cocktail of commercial, clinical and social issues that threaten to
overwhelm the pharmaceutical industry; Martin Austin's book offers a very distinctive perspective on these issues and their
solution.

A comprehensive review of Hong Kong's pharmaceutical patent law that will influence debate and inform public policy.
The purpose of this handbook is to assist individuals for the Certified Pharmaceutical Good Manufacturing Practices
Professional (CPGP) examination and provide a reference for the practitioner. The second edition reflects the Body of
Knowledge which was updated in 2015. This edition has also incorporated additional information including updated
references. The updates reflect the current trends and expectations of the evolving pharmaceutical industry driven by
consumer expectations and regulatory oversight. This handbook covers compliance with good manufacturing practices
(GMPs), as regulated and guided by national and international agencies for the pharmaceutical industry. It covers
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finished human and veterinary drugs and biologics, and combination devices, as well as their component raw materials
(including active pharmaceutical ingredients (APIs) and excipients), and packaging and labeling operations.
The World Health Organization (WHO) Expert Committee on Specifications for Pharmaceutical Preparations advises the
Director-General of WHO in the area of medicines quality assurance. It provides independent expert recommendations
and guidance to ensure that medicines meet standards of quality, safety and efficacy in all WHO Member States. Its
advice is developed through a broad consensus-building process and covers all areas of quality assurance of medicines,
from their development to their distribution to patients. In the area of quality control, the Expert Committee reviewed new
and revised specifications and general texts for inclusion in The International Pharmacopoeia, and received the annual
report of the European Directorate for the Quality of Medicines & HealthCare (EDQM), the custodian centre for
International Chemical Reference Substances (ICRS). The Committee adopted a number of monographs, general texts
and ICRS. It noted the report on Phase 6 of the External Quality Assurance Assessment Scheme (EQAAS) and on new
approaches to ensure sustainability of this scheme through user fees. The Committee further acknowledged the progress
of good pharmacopoeial practices (GPhP), and adopted the document on GPhP which was prepared by the consecutive
international meetings of world pharmacopoeias. In the various quality assurance-related areas the Expert Committee
was presented with a number of new and revised guidelines related to good manufacturing practices (GMP), distribution
and trade of pharmaceuticals and regulatory practice. It adopted 10 guidelines as listed below as well as 22 new
specifications and general texts for inclusion in The International Pharmacopoeia. The Committee took note of ongoing
work to promote collaboration and information exchange through the good regulatory practice project and welcomed the
development of a comprehensive set of guidelines for all national regulatory authorities through this project.
This timely book investigates the issue of counterfeit and falsified medicines (CFM) in the EU, identifying that this is a
problem that lies at the intersection of three spheres of law – medicine, intellectual property (IP), and criminal law. The
book highlights key issues such as infiltration of the legal supply chain and the involvement of organised crime, analysing
relevant EU law and demonstrating the challenges of CFM.
Data integrity is the hottest topic in the pharmaceutical industry. Global regulatory agencies have issued guidance, after
guidance after guidance in the past few years, most of which does not offer practical advice on how to implement
policies, procedures and processes to ensure integrity. These guidances state what but not how. Additionally, key stages
of analysis that impact data integrity are omitted entirely. The aim of this book is to provide practical and detailed help on
how to implement data integrity and data governance for regulated analytical laboratories working in or for the
pharmaceutical industry. It provides clarification of the regulatory issues and trends, and gives practical methods for
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meeting regulatory requirements and guidance. Using a data integrity model as a basis, the principles of data integrity
and data governance are expanded into practical steps for regulated laboratories to implement. The author uses case
study examples to illustrate his points and provides instructions for applying the principles of data integrity and data
governance to individual laboratory needs. This book is a useful reference for analytical chemists and scientists,
management and senior management working in regulated laboratories requiring either an understanding about data
integrity or help in implementing practical solutions. Consultants will also benefit from the practical guidance provided.
Medicinal plant materials are supplied through collection from wild populations and cultivation. Under the overall context
of quality assurance and control of herbal medicines WHO developed the Guidelines on good agricultural and collection
practices (GACP) for medicinal plants providing general technical guidance on obtaining medicinal plant materials of
good quality for the sustainable production of herbal products classified as medicines. These guidelines are also related
to WHO's work on the protection of medicinal plants aiming promotion of sustainable use and cultivation of medicinal
plants. The main objectives of these guidelines are to: (1) contribute to the quality assurance of medicinal plant materials
used as the source for herbal medicines to improve the quality safety and efficacy of finished herbal products; (2) guide
the formulation of national and/or regional GACP guidelines and GACP monographs for medicinal plants and related
standard operating procedures; and (3) encourage and support the sustainable cultivation and collection of medicinal
plants of good quality in ways that respect and support the conservation of medicinal plants and the environment in
general. These guidelines concern the cultivation and collection of medicinal plants and include certain post-harvest
operations. Good agricultural and collection practices for medicinal plants are the first step in quality assurance on which
the safety and efficacy of herbal medicinal products directly depend. These practices also play an important role in
protection natural resources of medicinal plants for sustainable use.
This book is open access under a CC BY 4.0 license. The book presents the results of an in-depth comparative study
assessing the implementation of the EU Pharmacovigilance Directive in six EU Member States. By going beyond legal
transposition and instead focusing on practical implementation, this study aims to close a gap in EU compliance
research. Based on qualitative interviews with relevant actors in Germany, Poland, Portugal, France, Finland and the UK,
the authors identify perceived challenges and best-practices, issue recommendations, and thereby contribute to a better
understanding of the factors that incentivize or impede the practical implementation of EU law at the national level.
Drug discovery involves multiple disciplines, technologies, and approaches. This book selects important topics related to drug discovery,
including emerging tool (Chapter 1), cutting-edge approaches (Chapters 2, 3, and 4), examples of specific therapeutic area (Chapter 5),
quality control in drug development (Chapter 6), and job and career opportunities in the pharmaceutical sector, a topic rarely covered by other
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books (Chapter 7). This book draws knowledge from experts actively involved in different areas of drug discovery from both industrial and
academic settings. We hope that this book will facilitate your efforts in drug discovery.
A guide to the latest industry principles for optimizing the production of solid state active pharmaceutical ingredients Solid State Development
and Processing of Pharmaceutical Molecules is an authoritative guide that covers the entire pharmaceutical value chain. The authors—noted
experts on the topic—examine the importance of the solid state form of chemical and biological drugs and review the development, production,
quality control, formulation, and stability of medicines. The book explores the most recent trends in the digitization and automation of the
pharmaceutical production processes that reflect the need for consistent high quality. It also includes information on relevant regulatory and
intellectual property considerations. This resource is aimed at professionals in the pharmaceutical industry and offers an in-depth examination
of the commercially relevant issues facing developers, producers and distributors of drug substances. This important book: Provides a guide
for the effective development of solid drug forms Compares different characterization methods for solid state APIs Offers a resource for
understanding efficient production methods for solid state forms of chemical and biological drugs Includes information on automation, process
control, and machine learning as an integral part of the development and production workflows Covers in detail the regulatory and quality
control aspects of drug development Written for medicinal chemists, pharmaceutical industry professionals, pharma engineers, solid state
chemists, chemical engineers, Solid State Development and Processing of Pharmaceutical Molecules reviews information on the solid state
of active pharmaceutical ingredients for their efficient development and production.
When a pharmaceutical company decides to build a Quality System, it has to face the fact that there aren't any guideline that define exactly
how such a system has to be built. With terms such as quality system, quality assurance, and quality management used interchangeably,
even defining the system's objectives is a problem. This book provides a pr
Pharmaceutical Microbiology: Essentials for Quality Assurance and Quality Control presents that latest information on protecting
pharmaceutical and healthcare products from spoilage by microorganisms, and protecting patients and consumers. With both sterile and nonsterile products, the effects can range from discoloration to the potential for fatality. The book provides an overview of the function of the
pharmaceutical microbiologist and what they need to know, from regulatory filing and GMP, to laboratory design and management, and
compendia tests and risk assessment tools and techniques. These key aspects are discussed through a series of dedicated chapters, with
topics covering auditing, validation, data analysis, bioburden, toxins, microbial identification, culture media, and contamination control.
Contains the applications of pharmaceutical microbiology in sterile and non-sterile products Presents the practical aspects of pharmaceutical
microbiology testing Provides contamination control risks and remediation strategies, along with rapid microbiological methods Includes
bioburden, endotoxin, and specific microbial risks Highlights relevant case studies and risk assessment scenarios
The Oxford Handbook of Comparative Health Law addresses some of the most critical issues facing scholars, legislators, and judges today:
how to protect against threats to public health that can quickly cross national borders, how to ensure access to affordable health care, and
how to regulate the pharmaceutical industry, among many others. When matters of life and death literally hang in the balance, it is especially
important for policymakers to get things right, and the making of policy can be greatly enhanced by learning from the successes and failures
of approaches taken in other countries. Where there are "common challenges" in law and health, there is much to be gained from
experiences elsewhere. Thus, for example, countries that suffered early from the COVID-19 pandemic provided valuable lessons about public
health interventions for countries that were hit later. Accordingly, the Handbook considers key health law questions from a comparative
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perspective. In health law, common challenges are frequent. In addition to ones already mentioned, there are questions about addressing the
social determinants of health (e.g., poverty and pollution), organizing health systems to optimize use of available resources, ensuring that
physicians provide care of the highest quality, protecting patient privacy in a data-driven world, and properly balancing patient autonomy with
the interest in preserving life when reproductive and end-of-life decisions are made. This Handbook's wide scope and comparative take on
health law are particularly timely. Economic globalization has made it increasingly important for different countries to harmonize their legal
rules. Students, practitioners, scholars, and policymakers need to understand how health laws vary across national boundaries and how
reforms can ensure a convergence toward an optimal set of legal rules, or ensure that specific legal arrangements are needed in particular
contexts. Indeed, comparative analysis has become essential for legal scholars, and The Oxford Handbook of Comparative Health Law is the
only resource that provides such an analysis in health law.
Clean technology does not just aim to dilute or detoxify industrial waste. It aims to eliminate it by re-engineering the entire production cycle.
As industry is constrained by regulations on the one hand and consumer pressure on the other, energy-efficient, resource-efficient and
pollution-free production becomes imperative. It will be the next stage of industrial development. Using extensive empirical analysis of a
range of different industrial sectors, this book shows how cleaner technology can be implemented, above all by the companies themselves. It
looks at regulatory initiatives and focuses on how firms themselves can introduce the new technologies, systems and polices required.
While there may be consensus on the broader issues of the core objectives of the health care system, expectations differ between EU
countries, and European national policy-makers. This book seeks firstly to assess the impact of the enlargement process and then to analyse
the challenges that lie ahead in the field of health and health policy.

In developing countries, access to affordable medicines for the treatment of diseases such as AIDS and malaria remains
a matter of life or death. In Africa, for instance, more than one million children die each year from malaria alone, a figure
which could soon be far higher with the extension of patent rules for pharmaceuticals. Previously, access to essential
medicines was made possible by the supply of much cheaper generics, manufactured largely by India; from 2005,
however, the availability of these drugs is threatened as new WTO rules take effect. Halting the spread of malaria and
HIV/AIDS is one of the eight Millennium Goals adopted at the UN Millennium Summit, which makes this a timely and
topical book. Informed analysis is provided by internationally renowned contributors who look at the post-2005 world and
discuss how action may be taken to ensure that intellectual property regimes are interpreted and implemented in a
manner supportive to the right to protect public health and, in particular, to promote access to medicines for all.
Globalization is rapidly changing lives and industries around the world. Drug development, authorization, and regulatory
supervision have become international endeavors, with most medicines becoming global commodities. Drug companies
utilize global supply chains that often include facilities in countries with inconsistent regulations from those of the United
States, perform pivotal trials in multiple countries to support registration submissions in various jurisdictions, and
subsequently market their medicines throughout most of the world. These companies operate across borders and require
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individual national regulators to ensure that drugs authorized for use in their countries are safe and effective, and
appropriate for their health care system and their population. This process involves significant resources and often
duplicative work. It is important to consider how this process can be improved in order to better allocate resources, time,
and efforts to improve public health. Regulating Medicines in a Globalized World: The Need for Increased Reliance
Among Regulators considers the role of mutual recognition and other reliance activities among regulators in contributing
to enhancing public health. This report identifies opportunities for leveraging reliance activities more broadly in order to
potentially impact public health globally. Key topics in this report include the job of medicines regulators in today's world,
what policy makers need to know about today's regulatory environment, stakeholder views of recognition and reliance, as
well as removing impediments and facilitating action for greater recognition and reliance among regulatory authorities.
Roger Bate has spend years on the trail of counterfeit medicines in Asia, Africa, and the Middle East, learning the
anatomy of a nebulous, far-reaching black market that has resulted in countless deaths and injuries around the world.
Phake: The Deadly World of Falsified and Substandard Medicines is the culmination of Bate's research and travels—both
a fascinating first hand account of the counterfeit drug trade and an incisive policy analysis with important ramifications
for decision makers in the U.S. Food and Drug Administration and the international World Health Organization.
Data integrity is a critical aspect to the design, implementation, and usage of any system which stores, processes, or
retrieves data. The overall intent of any data integrity technique is the same: ensure data is recorded exactly as intended
and, upon later retrieval, ensure the data is the same as it was when originally recorded. Any alternation to the data is
then traced to the person who made the modification. The integrity of data in a patient’s electronic health record is critical
to ensuring the safety of the patient. This book is relevant to production systems and quality control systems associated
with the manufacture of pharmaceuticals and medical device products and updates the practical information to enable
better understanding of the controls applicable to e-records. The book highlights the e-records suitability implementation
and associated risk-assessed controls, and e-records handling. The book also provides updated regulatory standards
from global regulatory organizations such as MHRA, Medicines and Healthcare Products Regulatory Agency (UK); FDA,
Food and Drug Administration (US); National Medical Products Association (China); TGA, Therapeutic Goods
Administration (Australia); SIMGP, Russia State Institute of Medicines and Good Practices; and the World Health
Organization, to name a few.
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