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Good Manufacturing Practice (GMP) ensures medicinal products are produced
consistently and controlled to the quality standards appropriate for their intended
use and as required by product specifications or marketing authorization. Annex
11 details the European Medicines Agency (EMA) GMP requirements for
computer systems.The purpose of Annex 11 is
Global Perspective for Competitive Enterprise, Economy and Ecology addresses
the general theme of the Concurrent Engineering (CE) 2009 Conference – the
need for global advancements in the areas of competitive enterprise, economy
and ecology. The proceedings contain 84 papers, which vary from the theoretical
and conceptual to the practical and industrial. The content of this volume reflects
the genuine variety of issues related to current CE methods and phenomena.
Global Perspective for Competitive Enterprise, Economy and Ecology will
therefore enable researchers, industry practitioners, postgraduate students and
advanced undergraduates to build their own view of the inherent problems and
methods in CE.
Guiding chromatographers working in regulated industries and helping them to
validate their chromatography data systems to meet data integrity, business and
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regulatory needs. This book is a detailed look at the life cycle and documented
evidence required to ensure a system is fit for purpose throughout the lifecycle.
Initially providing the regulatory, data integrity and system life cycle requirements
for computerised system validation, the book then develops into a guide on
planning, specifying, managing risk, configuring and testing a chromatography
data system before release. This is followed by operational aspects such as
training, integration and IT support and finally retirement. All areas are discussed
in detail with case studies and practical examples provided as appropriate. The
book has been carefully written and is right up to date including recently released
FDA data integrity guidance. It provides detailed guidance on good practice and
expands on the first edition making it an invaluable addition to a
chromatographer’s book shelf.
With its coverage of Food and Drug Administration regulations, international
regulations, good manufacturing practices, and process analytical technology,
this handbook offers complete coverage of the regulations and quality control
issues that govern pharmaceutical manufacturing. In addition, the book discusses
quality assurance and validation, drug stability, and contamination control, all key
aspects of pharmaceutical manufacturing that are heavily influenced by
regulatory guidelines. The team of expert authors offer you advice based on their
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own firsthand experience in all phases of pharmaceutical manufacturing.
Validation of computer systems is the process that assures the formal
assessment and report of quality and performance measures for all the life-cycle
stages of software and system development, its implementation, qualification and
acceptance, operation, modification, requalification, maintenance and retirement
(PICS CSV PI 011-3). It is a process that demonstrates the compliance of
computer systems functional and non-functional requirements, data integrity,
regulated company procedures and safety requirements, industry standards, and
applicable regulatory authority’s requirements. Compliance is a state of being in
adherence to application-related standards or conventions or regulations in laws
and similar prescriptions. This book, which is relevant to the pharmaceutical and
medical devices regulated operations, provides practical information to assist in
the computer validation to production systems, while highlighting and efficiently
integrating worldwide regulation into the subject. A practical approach is
presented to increase efficiency and to ensure that the validation of computer
systems is correctly achieved.
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
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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
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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.
The Expert Committee on Specifications for Pharmaceutical Preparations works towards clear,
independent and practical standards and guidelines for the quality assurance of medicines.
Standards are developed by the Committee through worldwide consultation and an
international consensus-building process. The following new guidelines were adopted and
recommended for use: Procedure for development of the WHO medicines quality assurance
guidelines; Guidelines on Good Manufacturing Practices (GMP) for heating, ventilation and airconditioning systems (HVAC) illustrative part; Guidance on GMP for Validation, including the
general main text, analytical procedure validation, validation of computerized systems and
qualification; in the area of interchangeability of multisource medicines: the Protocol to conduct
equilibrium solubility experiments for the purpose of biopharmaceutics classification
systembased classification of active pharmaceutical ingredients for biowaiver; Guidelines on
Import Procedures for pharmaceutical products; and the Good Practice Guidance document on
implementing the collaborative procedures. All of the above are included in this report and
recommended for implementation.
Achieving operational excellence is a challenge for the pharmaceutical industry, with many
companies setting successful examples time and again. This book presents such leading
practices for managing operational excellence throughout the pharmaceutical industry. Based
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on the St.Gallen OPEX Model the authors describe the current status of OPEX and the future
challenges that have to be dealt with. The ample theoretical background is complemented
hand-in-hand by case studies contributed by authors from leading pharmaceutical companies.?
Written by a researcher with experience designing, establishing, and validating biological
manufacturing facilities worldwide, this is the first comprehensive introduction to disposable
systems for biological drug manufacturing. It reviews the current state of the industry; tackles
questions about safety, costs, regulations, and waste disposal; and guides readers to choose
disposable components that meet their needs. This practical manual covers disposable
containers, mixing systems, bioreactors, connectors and transfers, controls and sensors,
downstream processing systems, filling and finishing systems, and filters. The author also
shares his predictions for the future, calling disposable bioprocessing technology a "game
changer."
Thoroughly revised to include the latest industry developments, the Second Edition presents a
comprehensive overview of computer validation and verification principles and how to put them
into practice. To provide the current best practice and guidance on identifying and
implementing improvements for computer systems, the text extensively reviews r
This User’s Guide is intended to support the design, implementation, analysis, interpretation,
and quality evaluation of registries created to increase understanding of patient outcomes. For
the purposes of this guide, a patient registry is an organized system that uses observational
study methods to collect uniform data (clinical and other) to evaluate specified outcomes for a
population defined by a particular disease, condition, or exposure, and that serves one or more
predetermined scientific, clinical, or policy purposes. A registry database is a file (or files)
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derived from the registry. Although registries can serve many purposes, this guide focuses on
registries created for one or more of the following purposes: to describe the natural history of
disease, to determine clinical effectiveness or cost-effectiveness of health care products and
services, to measure or monitor safety and harm, and/or to measure quality of care. Registries
are classified according to how their populations are defined. For example, product registries
include patients who have been exposed to biopharmaceutical products or medical devices.
Health services registries consist of patients who have had a common procedure, clinical
encounter, or hospitalization. Disease or condition registries are defined by patients having the
same diagnosis, such as cystic fibrosis or heart failure. The User’s Guide was created by
researchers affiliated with AHRQ’s Effective Health Care Program, particularly those who
participated in AHRQ’s DEcIDE (Developing Evidence to Inform Decisions About
Effectiveness) program. Chapters were subject to multiple internal and external independent
reviews.
A hands-on book which begins by setting the context;- defining 'fermentation' and the possible
uses of fermenters, and setting the scope for the book. It then proceeds in a methodical
manner to cover the equipment for research scale fermentation labs, the different types of
fermenters available, their uses and modes of operation. Once the lab is equipped, the issues
of fermentation media, preservation strains and strain improvement strategies are
documented, along with the use of mathematical modelling as a method for prediction and
control. Broader questions such as scale-up and scale down, process monitoring and data
logging and acquisition are discussed before separate chapters on animal cell culture systems
and plant cell culture systems. The final chapter documents the way forward for fermenters
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and how they can be used for non-manufacturing purposes. A glossary of terms at the back of
the book (along with a subject index) will prove invaluable for quick reference.Edited by
academic consultants who have years of experience in fermentation technology, each chapter
is authored by experts from both industry and academia. Industry authors come from GSK
(UK), DSM (Netherlands), Eli Lilly (USA) and Broadley James (UK-USA).

The retention and archiving of study materials and process records, raw data and
source data, is a critical part of compliance with both Good Laboratory Practice (GLP)
and Good Clinical Practice (GCP). The maintenance and retention of such records
provides the means by which a study, trial, process or procedure can be reconstructed
and thus enabling the information and results generated to be verified. Requirements
for the operation of an archive and the archiving process for electronic records are no
different to the requirement of physical records which are required to be retained for
regulatory or business requirements. However, due to the variety and fragility of
electronic records some additional features are required. The purpose of this document
is to identify and discuss these features and provide guidance on how these challenges
can be met.
A collection of recommended procedures for analysis and specifications for the
determination of pharmaceutical substances, excipients and dosage forms intended to
serve as source material for reference by any WHO member state.
This handbook features contributions from a team of expert authors representing the
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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.
Principles of Parenteral Solution Validation: A Practical Lifecycle Approach covers all
aspects involved in the development and process validation of a parenteral product. By
using a lifecycle approach, this book discusses the latest technology, compliance
developments, and regulatory considerations and trends, from process design, to
divesting. As part of the Expertise in Pharmaceutical Process Technology series edited
by Michael Levin, this book incorporates numerous case studies and real-world
examples that address timely problems and offer solutions to the daily challenges
facing practitioners in this area. Discusses international and domestic regulatory
considerations in every section Features callout boxes that contain points-of-interest for
each segment of the audience so readers can quickly find their interests and needs
Contains important topics, including risk management, the preparation and execution of
properly designed studies, scale-up and technology transfer activities, problem-solving,
and more
Pharmaceutical Microbiology: Essentials for Quality Assurance and Quality Control
Page 9/16

Read Free Gamp Records Data Integrity Ispe
presents that latest information on protecting pharmaceutical and healthcare products
from spoilage by microorganisms, and protecting patients and consumers. With both
sterile and non-sterile 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
Knowing how to deal with the regulatory issues, understanding the impacts of
cleanliness, and recognizing the affect that poor facility layout will have on GMP spaces
are only some of the issues an experienced Project Manager must focus on.
Completely revised and updated, Sterile Product Facility Design and Project
Management, Second Edition provides comprehensive guidance on how to develop
and execute biotech and other sterile drug facilities based on current industry best
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practices. Each chapter highlights a specific issue centered on managing biotech
facilities projects in a GMP environment. The author uses real-world examples of
common industry practice to lead you through the idiosyncrasies of a biotech project in
an effort to answer some of the more common, and often perplexing, questions that can
stand in the way of success. You get a mini seminar on each topic covered. Breaking
the project life-cycle into four phases, the text takes you through each phase from the
Project Manager's viewpoint. Unlike other books that cover design, technology, and
validation in general terms, this book addresses the industry specific issues that make
biotech facilities so costly and difficult to deliver. It puts the pieces of the puzzle
together in a manner that increases your opportunity for success.
Advances in medical, biomedical and health services research have reduced the level of
uncertainty in clinical practice. Clinical practice guidelines (CPGs) complement this progress by
establishing standards of care backed by strong scientific evidence. CPGs are statements that
include recommendations intended to optimize patient care. These statements are informed by
a systematic review of evidence and an assessment of the benefits and costs of alternative
care options. Clinical Practice Guidelines We Can Trust examines the current state of clinical
practice guidelines and how they can be improved to enhance healthcare quality and patient
outcomes. Clinical practice guidelines now are ubiquitous in our healthcare system. The
Guidelines International Network (GIN) database currently lists more than 3,700 guidelines
from 39 countries. Developing guidelines presents a number of challenges including lack of
transparent methodological practices, difficulty reconciling conflicting guidelines, and conflicts
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of interest. Clinical Practice Guidelines We Can Trust explores questions surrounding the
quality of CPG development processes and the establishment of standards. It proposes eight
standards for developing trustworthy clinical practice guidelines emphasizing transparency;
management of conflict of interest ; systematic review--guideline development intersection;
establishing evidence foundations for and rating strength of guideline recommendations;
articulation of recommendations; external review; and updating. Clinical Practice Guidelines
We Can Trust shows how clinical practice guidelines can enhance clinician and patient
decision-making by translating complex scientific research findings into recommendations for
clinical practice that are relevant to the individual patient encounter, instead of implementing a
one size fits all approach to patient care. This book contains information directly related to the
work of the Agency for Healthcare Research and Quality (AHRQ), as well as various
Congressional staff and policymakers. It is a vital resource for medical specialty societies,
disease advocacy groups, health professionals, private and international organizations that
develop or use clinical practice guidelines, consumers, clinicians, and payers.
This report presents the recommendations of an international group of experts convened by
the World Health Organization to consider matters concerning the quality assurance of
pharmaceuticals and specifications for drug substances and dosage forms. The report is
complemented by a number of annexes. These include: a list of available international
chemical reference substances and international infrared spectra; supplementary guidelines on
good manufacturing practices for heating, ventilation and air-conditioning systems for nonsterile pharmaceutical dosage forms; updated supplementary guidelines on good
manufacturing practices for the manufacture of herbal medicines; supplementary guidelines on
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good manufacturing practices for validation; good distribution practices for pharmaceutical
products; a model quality assurance system for procurement agencies (recommendations for
quality assurance systems focusing on prequalification of products and manufacturers,
purchasing, storage and distribution of pharmaceutical products); multisource (generic)
pharmaceutical products: guidelines on registration requirements to establish
interchangeability; a proposal to waive in vivo bioequivalence requirements for WHO Model
List of Essential Medicines immediate-release, solid oral dosage forms; and additional
guidance for organizations performing in vivo bioequivalence studies. ...This is an excellent
book with a misleading title... a good reference work for anyone seeking to understand the
concept of validation and looking for general guidance on validation for both Active
Pharmaceutical Ingredients (API) and finished pharmaceutical products. Annex 5 on Good
distribution practices (GDP) for pharmaceutical products is an excellent Annex that splits the
task of GDP into 20, small, easy to digest sections that guide the reader through the process of
understanding the complexity of controlling distribution of pharmaceutical products. It contains
a comprehensive glossary of terms used in GDP... a useful reference book for anyone involved
in Quality Assurance, Manufacturing of marketed products, Clinical Manufacturing and
Development. - Industrial Pharmacy
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
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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.
Covering regulatory requirements stipulated by the FDA, this book delineates the organization,
planning, verification, and documentation activities and procedural controls required for
compliance with worldwide computer systems validation regulations. The author introduces
supporting technologies such as encryption and digital signatures and places
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 meeting regulatory requirements
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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.
This open access book, published under a CC BY 4.0 license in the Pubmed indexed book
series Handbook of Experimental Pharmacology, provides up-to-date information on best
practice to improve experimental design and quality of research in non-clinical pharmacology
and biomedicine.

This book elevates alarm management from a fragmented collection of procedures,
metrics, experiences, and trial-and-error, to the level of a technology discipline. It
provides a complete treatment of best practices in alarm management. The technology
and approaches found here provide the opportunity to completely understand the what,
the why, and the how of successful alarm systems. No modern industrial enterprise,
particularly in such areas as chemical processing, can operate without a secure and
reliable infrastructure of alarms and controls-they are an integral part of all production
management and control systems. Improving alarm management is an effective way to
provide operators with high-value support and guidance to successfully manage
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industrial plant operations. Readers will find: Recommendations and guidelines are
developed from fundamental concepts to provide powerful technical tools and workable
approaches; Alarms are treated as indicators of abnormal situations, not simply sensor
readings that might be out of position; Alarm improvement is intimately linked to
infrastructure management, including the vital role of plant maintenance to alarm
management, the need to manage operators' charter to continue to operate during
abnormal situations vs. cease operation, and the importance of situation awareness
without undue reliance upon alarms. The ability to appreciate technical issues is
important, but this book requires no previous specific technical, educational, or
experiential background. The style and content are very accessible to a broad industrial
audience from board operator to plant manager. All critical tasks are explained with
workflow processes, examples, and insight into what it all means. Alternatives are
offered everywhere to enable users to tailor-make solutions to their particular sites.
A major new work on all aspects of water, the most used raw material ingredient in the
pharmaceutical and biotechnology industries-used as an excipient in pharmaceutical
formulations, as a cleaning agent, and as a separately packaged product
diluent.Drawing on the author's extensive field experience with more than 400
pharmaceutical and related wat
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