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Combination Products Combination Products:
  The Combination Products Handbook Susan Neadle,2023-05-16 Combination products are therapeutic and diagnostic
products that combine drugs devices and or biological products According to the US Food and Drug Administration FDA a
combination product is one composed of any combination of a drug and a device a biological product and a device a drug and
a biological product or a drug device and a biological product Examples include prefilled syringes pen injectors autoinjectors
inhalers transdermal delivery systems drug eluting stents and kits containing drug administration devices co packaged with
drugs and or biological products This handbook provides the most up to date information on the development of combination
products from the technology involved to successful delivery to market The authors present important and up to the minute
pre and post market reviews of international combination product regulations guidance considerations and best practices
This handbook Brings clarity of understanding for global combination products guidance and regulations Reviews the current
state of the art considerations and best practices spanning the combination product lifecycle pre market through post market
Reviews medical product classification and assignment issues faced by global regulatory authorities and industry The editor
is a recognized international Combination Products and Medical Device expert with over 35 years of industry experience and
has an outstanding team of contributors Endorsed by AAMI Association for the Advancement of Medical Instrumentation
  Combination Products Smita Gopalaswamy,Venky Gopalaswamy,2008-04-22 The field of combination product
development products born of the integration of medical devices biologics and drugs is so new that while literature abounds
on each part individually there are very few publications including FDA documents available concerning the unique
challenges posed by this nascent but fast growing area Providing   Drug-Device Combination Products Andrew
Lewis,2009-12-15 Drug delivery systems represent a vast area of research and development within biomaterials and
medicine and the demand for sophisticated drug delivery devices continues to drive novel product development Advanced
drug delivery devices can offer significant advantages over conventional drugs and devices alone such as increased efficiency
improved performance and convenience The purpose of this book is to illustrate how effective drug delivery can be achieved
by means other than tablets The book will provide a thorough analysis of the fundamentals applications and new technologies
of drug device combination products for use throughout the human body Part one provides readers with an introduction and
background to the field Chapters in Part two discuss areas of application such as catheter based products drug eluting stents
and beads and anti biotic loaded cements Part three covers the development of drug device combination products with
chapters on such topics as pre clinical testing sterilisation patent issues and regulation of drug device combination products
With its distinguished editor and team of international contributors Drug device combination products delivery technologies
and applications is an invaluable reference for product development specialists materials scientists and engineers in the
biomedical industry and academia as well as those concerned with drug delivery Illustrates how effective drug delivery can



be achieved by means other than tablets providing readers with a comprehensive introduction and background to the field
Provides a thorough analysis of the fundamentals applications and new technologies of drug device combination products
Discusses areas of application such as catheter based products and reviews the development of drug device combination
products including pre clinical testing and sterilisation   Biomaterials, Medical Devices, and Combination Products Shayne
Cox Gad,Samantha Gad-McDonald,2015-12-01 Biomaterials Medical Devices and Combination Products is a single volume
guide for those responsible for or concerned with developing and ensuring patient safety in the use and manufacture of
medical devices The book provides a clear presentation of the global regulatory requirements and challenges in evaluating
the biocompatibility and clinical   Development and Approval of Combination Products Evan B. Siegel,2008-06-09 A step by
step integrated approach for successful FDA approved combination drug products Using a proven integrated approach to
combination drug development this book guides you step by step through all the preclinical clinical and manufacturing stages
Written from an FDA regulatory perspective the book not only enables you to bring a successful combination drug product to
market it also sets forth the most efficient and effective path to FDA approval The book begins with an introductory chapter
presenting definitions and basic regulatory principles of combination products Next it reviews manufacturing and controls
preclinical testing models pharmacology clinical testing regulatory submissions FDA reviews and approvals Among the key
topics examined are The pharmacology safety pharmacology and toxicology supporting human clinical trials of combination
products Approaches to clinical trial protocol design and execution Chemical physicochemical and analytical aspects of
manufacturing controls and validation that lead to stable components for combination products Key sponsor FDA meetings
and negotiations essential for approval and commercialization Case studies involving such actual combination products as
Mylotarg Herceptin and HercepTest help you better understand how to implement the author s practical guidelines
References at the end of each chapter enable you to find more information on any stage of the development manufacturing
and approval processes This book is ideal for researchers regulators academics project managers and executives involved in
the complex process of combination product development Not only does itoffer a comprehensive guide to the technical
aspects of the field it also integrates all ofthese technical aspects into a unified effective approach to help ensure a successful
approved product   Assurance of Sterility for Sensitive Combination Products and Materials Byron J. Lambert,Stan
Lam,Joyce M. Hansen,Trabue D. Bryans,2019-11-30 Assurance of Sterility for Sensitive Combination Products and Materials
New Paradigms for the Next Generation of Medical Devices and Pharmaceuticals discusses the medical device industry and
existing challenges regarding the exciting new world of sensitive combination products SCPs and their terminal sterilization
This book reassesses the current assumptions to assure the patient s best interests are met in the development of
increasingly rigorous sterilization methods used to counteract MRSA and other super bugs In addition the book discusses the
special challenges faced with implantable medical devices sterilization requirements and further methods needed for



material selection and the design process This book is unique in taking a holistic end to end approach to sterilization with a
particular focus on materials selection and product design   Safety Evaluation in the Development of Medical Devices
and Combination Products Shayne C. Gad,Marian G. McCord,2008-10-20 Capturing the growth of the global medical
device market in recent years this practical new guide is essential for all who are responsible for ensuring safety in the use
and manufacture of medical devices It has been extensively updated to reflect significant advances incorporating
combination products and helpful case examples of current real l   Developing Solid Oral Dosage Forms Yihong
Qiu,Yisheng Chen,Geoff G.Z. Zhang,Lirong Liu,William Porter,2009-03-10 Developing Solid Oral Dosage Forms is intended
for pharmaceutical professionals engaged in research and development of oral dosage forms It covers essential principles of
physical pharmacy biopharmaceutics and industrial pharmacy as well as various aspects of state of the art techniques and
approaches in pharmaceutical sciences and technologies along with examples and or case studies in product development
The objective of this book is to offer updated or current knowledge and skills required for rational oral product design and
development The specific goals are to provide readers with Basics of modern theories of physical pharmacy biopharmaceutics
and industrial pharmacy and their applications throughout the entire process of research and development of oral dosage
forms Tools and approaches of preformulation investigation formulation process design characterization and scale up in
pharmaceutical sciences and technologies New developments challenges trends opportunities intellectual property issues
and regulations in solid product development The first book ever that provides comprehensive and in depth coverage of what
s required for developing high quality pharmaceutical products to meet international standards It covers a broad scope of
topics that encompass the entire spectrum of solid dosage form development for the global market including the most
updated science and technologies practice applications regulation intellectual property protection and new development
trends with case studies in every chapter A strong team of more than 50 well established authors co authors of diverse
background knowledge skills and experience from industry academia and regulatory agencies   FDA Regulatory Affairs
David Mantus,Douglas J. Pisano,2014-02-28 FDA Regulatory Affairs is a roadmap to prescription drug biologics and medical
device development in the United States Written in plain English the concise and jargon free text demystifies the inner
workings of the US Food and Drug Administration FDA and facilitates an understanding of how the agency operates with
respect to compliance and product approval including clinical trial exemptions fast track status advisory committee
procedures and more The Third Edition of this highly successful publication Examines the harmonization of the US Federal
Food Drug and Cosmetic Act with international regulations on human drug biologics and device development research
manufacturing and marketing Includes contributions from experts at organizations such as the FDA National Institutes of
Health NIH and PAREXEL Focuses on the new drug application NDA process cGMPs GCPs quality system compliance and
corresponding documentation requirements Provides updates to the FDA Safety and Innovation Act FDASIA incorporating



pediatric guidelines and follow on biologics regulations from the 2012 Prescription Drug User Fee Act PDUFA V Explains
current FDA inspection processes enforcement options and how to handle FDA meetings and required submissions Co edited
by an industry leader Mantus and a respected academic Pisano FDA Regulatory Affairs Third Edition delivers a compilation
of the selected US laws and regulations as well as a straightforward commentary on the FDA product approval process that s
broadly useful to both business and academia   Biological Drug Products Wei Wang,Manmohan Singh,2013-08-29 Tested
and proven solutions to the challenges of biological drug product development Biological drug products play a central role in
combating human diseases however developing new successful biological drugs presents many challenges including labor
intensive production processes tighter regulatory controls and increased market competition This book reviews the current
state of the science offering readers a single resource that sets forth the fundamentals as well as tested and proven
development strategies for biological drugs Moreover the book prepares readers for the challenges that typically arise during
drug development offering straightforward solutions to improve their ability to pass through all the regulatory hurdles and
deliver new drug products to the market Biological Drug Products begins with general considerations for the development of
any biological drug product and then explores the strategies and challenges involved in the development of specific types of
biologics Divided into five parts the book examines Part 1 General Aspects Part 2 Proteins and Peptides Part 3 Vaccines Part
4 Novel Biologics Part 5 Product Administration Delivery Each chapter has been prepared by one or more leading experts in
biological drug development Contributions are based on a comprehensive review and analysis of the current literature as
well as the authors first hand experience developing and testing new drugs References at the end of each chapter serve as a
gateway to original research papers and reviews in the field By incorporating lessons learned and future directions for
research Biological Drug Products enables pharmaceutical scientists and students to improve their success rate in
developing new biologics to treat a broad range of human diseases   Translational Pulmonology ,2025-06-16 Translational
research is essential to the advancement of medicine Translational Pulmonology is an instructional guide to translational
medical research serves as a practical step by step roadmap for taking a biomedical device potential therapeutic agent or
research question from idea through demonstrated clinical benefit Fundamentally the volume aims to help bridge the gap
between current research and practice Written by a team of expert medical biomedical engineering and clinical research
experts in pulmonary diseases this volume provides a clear process for understanding designing executing and analyzing
clinical and translational research within the field Focusing on translational pulmonary diseases research this volume covers
the principles of evidence based medicine and applies these principles to the design of translational investigations Provides a
practical straightforward approach that will help the aspiring pulmonary researchers and pulmonologists navigate
challenging considerations in study design and implementation Details valuable discussions of the critical appraisal of
published studies in pulmonary allowing the reader to learn how to evaluate the quality of such studies with respect to



measuring outcomes and to make effective use of all types of evidence in patient care   Comprehensive Biotechnology
,2019-07-17 Comprehensive Biotechnology Third Edition Six Volume Set unifies in a single source a huge amount of
information in this growing field The book covers scientific fundamentals along with engineering considerations and
applications in industry agriculture medicine the environment and socio economics including the related government
regulatory overviews This new edition builds on the solid basis provided by previous editions incorporating all recent
advances in the field since the second edition was published in 2011 Offers researchers a one stop shop for information on
the subject of biotechnology Provides in depth treatment of relevant topics from recognized authorities including the
contributions of a Nobel laureate Presents the perspective of researchers in different fields such as biochemistry agriculture
engineering biomedicine and environmental science   Integrated Pharmaceutics Antoine Al-Achi,Mali Ram Gupta,William
Craig Stagner,2022-09-07 This work is an examination of all aspects of the science in developing effective dosage form for
drug delivery Pharmaceutics refers to the subfield of pharmaceutical sciences that develops drug delivery products or
devices to optimize the drug s performance once administered This multidisciplinary field draws on physical chemistry
organic chemistry and biophysics to generate and refine these crucial elements of medical care Moreover incorporating such
disparate dimensions of drug product design as material properties and legal regulation bridges the gap between effective
chemicals and viable medical treatments Integrated Pharmaceutics provides a comprehensive introduction to the creation
and manufacture of effective dosage forms for drug delivery It presents its subject following the principles of physical
pharmacy product design and drug regulations This tripartite structure allows readers to move from theory to practice
beginning from a firm foundation of physical pharmacy principles including drug solubility and stability estimation rheology
and interfacial properties From there it proceeds to discussions of drug product design and of harmonizing pharmaceutical
design with the regulatory regimens and technological standards of the United States European Union and Japan Readers of
the second edition of Integrated Pharmaceutics will also find A glossary defining key terms extensive informative appendices
and a list of references leading to the primary literature in the field for each chapter Earlier chapters are expanded with
additional new chapters including one entitled Biotechnology Products Supplementary instructor guide with questions and
solutions available online for registered professors Updated regulatory guidelines including quality by design design space
analysis process analytical technology polymorphism characterization blend sample uniformity and stability protocols
Integrated Pharmaceutics is a useful textbook for graduate students in pharmaceutical sciences drug formulation and design
and biomedical engineering In addition professionals in the pharmaceutical industry including regulatory bodies will find it a
helpful reference guide   Development of Biopharmaceutical Drug-Device Products Feroz Jameel,John W.
Skoug,Robert R. Nesbitt,2020-03-13 The biotechnology biopharmaceutical sector has tremendously grown which led to the
invention of engineered antibodies such as Antibody Drug Conjugates ADCs Bispecific T cell engager BITES Dual Variable



Domain DVD antibodies and fusion proteins that are currently being used as therapeutic agents for immunology oncology and
other disease conditions Regulatory agencies have raised the bar for the development and manufacture of antibody based
products expecting to see the use of Quality by Design QbD elements demonstrating an in depth understanding of product
and process based on sound science Drug delivery systems have become an increasingly important part of the therapy and
most biopharmaceuticals for self administration are being marketed as combination products A survey of the market
indicates that there is a strong need for a new book that will provide one stop shopping for the latest information and
knowledge of the scientific and engineering advances made over the last few years in the area of biopharmaceutical product
development The new book entitled Development of Biopharmaceutical Drug Device Products is a reference text for
scientists and engineers in the biopharmaceutical industry academia or regulatory agencies With insightful chapters from
experts in the field this new book reviews first principles covers recent technological advancements and provides case
studies and regulatory strategies relating to the development and manufacture of antibody based products It covers topics
such as the importance of early preformulation studies during drug discovery to influence molecular selection for
development formulation strategies for new modalities and the analytical techniques used to characterize them It also
addresses important considerations for later stage development such as the development of robust formulations and
processes including process engineering and modeling of manufacturing unit operations the design of analytical
comparability studies and characterization of primary containers pre filled syringes and vials Finally the latter half of the
book reviews key considerations to ensure the development and approval of a patient centered delivery system design This
involves the evolving regulatory framework with perspectives from both the US and EU industry experts the role of
international standards design control risk management human factors and its importance in the product development and
regulatory approval process as well as review of the risk based approach to bridging between devices used in clinical trials
and the to be marketed device Finally case studies are provided throughout The typical readership would have biology and or
engineering degrees and would include researchers scientific leaders industry specialists and technology developers working
in the biopharmaceutical field   Biomaterials for Treating Skin Loss D P Orgill,C Blanco,2009-01-28 The primary causes of
wounds requiring skin replacement are severe burns and ulcers Materials must provide an effective temporary barrier
promote healing and minimise scarring Massive improvements have been made to skin repair biomaterials in the last ten
years with widespread adoption of new developments in the medical sector This book provides a comprehensive review of the
range of biomaterials for treating skin loss Part one discusses the basics of skin replacement with chapters on such topics as
markets and regulation biomechanics and the biological environment of skin Part two then reviews epidermal and dermal
replacement technology with chapters on such topics as alternative delivery of keratinocytes collagen based and human
origin based dermal replacement and lyophilized xenogenic products The final section explores combined dermis and



epidermal replacement technologies and provides a round up of skin replacement principles With its distinguished editors
and international team of contributors Biomaterials for treating skin loss is a standard reference for those researching skin
replacement technologies particularly those interested in treating burns and ulcers Comprehensively reviews the range of
biomaterials for treating skin loss and skin replacement principles Examines the basis of skin loss from products and markets
through to regulation and the biological environment of skin Highlights developments in epidermal and dermal replacement
technology covering topics such as collagen based and human origin based dermal replacement   Translational
Cardiology Jeffrey A. Bakal,Michael Gibson,Adam E.M. Eltorai,2025-02-01 Translational Cardiology provides a cardiology
specific instructional guide to translational medical research that will serve as a practical step by step roadmap for taking a
biomedical device potential therapeutic agent or research question from idea through demonstrated clinical benefit
Fundamentally the volume aims to help bridge the gap between current research and practice Written by a team of expert
medical biomedical engineering and clinical research experts in cardiology this book provides a clear process for
understanding designing executing and analyzing clinical and translational research Focuses on translational cardiovascular
research covering the principles of evidence based medicine and applies these principles to the design of translational
investigations Provides a practical straightforward approach that will help aspiring cardiovascular researchers navigate
challenging considerations in study design and implementation Details valuable discussions of the critical appraisal of
published studies in cardiology allowing the reader to learn how to evaluate the quality of such studies with respect to
measuring outcomes and to make effective use of all types of evidence in patient care   Veterinary Pharmacology and
Therapeutics Jim E. Riviere,Mark G. Papich,2009-03-17 Veterinary Pharmacology and Therapeutics has been thoroughly
revised updated and expanded to meet the needs of today s veterinarians veterinary students and animal health researchers
  Applied Human Factors in Medical Device Design Mary Beth Privitera,2019-06-15 Applied Human Factors in
Medical Device Design describes the contents of a human factors toolbox with in depth descriptions of both empirical and
analytical methodologies The book begins with an overview of the design control process integrating human factors as
directed by AAMI TIR 59 and experienced practice It then explains each method describing why each method is important its
potential impact when it s ideal to use and related challenges Also discussed are other barriers such as communication
breakdowns between users and design teams This book is an excellent reference for professionals working in human factors
design engineering marketing and regulation Focuses on meeting agency requirements as it pertains to the application of
human factors in the medical device development process in both the US and the European Union EU Explains technology
development and the application of human factors throughout the development process Covers FDA and MHRA regulations
Includes case examples with each method   Federal Register ,2013   Handbook of Medical Device Regulatory
Affairs in Asia Jack Wong,Raymond Tong,2018-03-28 Medical device regulation in Asia has gained more importance than



ever Governments and regulatory bodies across the region have put in place new regulatory systems or refined the existing
ones A registered product requires a lot of technical documentation to prove its efficacy safety and quality A smooth and
successful registration process demands soft skills for dealing with various key stakeholders in the government testing
centers and hospitals and among doctors This handbook covers medical device regulatory systems in different countries ISO
standards for medical devices clinical trial and regulatory requirements and documentation for application It is the first to
cover the medical device regulatory affairs in Asia Each chapter provides substantial background materials relevant to the
particular area to have a better understanding of regulatory affairs



The Enigmatic Realm of Combination Products Combination Products: Unleashing the Language is Inner Magic

In a fast-paced digital era where connections and knowledge intertwine, the enigmatic realm of language reveals its inherent
magic. Its capacity to stir emotions, ignite contemplation, and catalyze profound transformations is nothing in short supply of
extraordinary. Within the captivating pages of Combination Products Combination Products a literary masterpiece
penned by a renowned author, readers attempt a transformative journey, unlocking the secrets and untapped potential
embedded within each word. In this evaluation, we shall explore the book is core themes, assess its distinct writing style, and
delve into its lasting impact on the hearts and minds of people who partake in its reading experience.
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The 7 Secrets of World Class Athletes by Yellin, Steven Great book about controlling your brain thought process to become a
great athlete in any sport including golf. The only issue I had with the book is it ... The 7 Secrets of World Class Athletes by
Steven Yellin ... This is a brilliant book. It ties together much of what I've surmised about superior performance and what
contributes to it. In addition, the book also sheds ... The 7 Secrets of World Class Athletes The 7 Secrets of World Class
Athletes takes you into the minds of super-star athletes when they are on top of their game. The fascinating concept is that ...
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The 7 Secrets of World Class Athletes The 7 Secrets of World Class Athletes takes you into the minds of super-star athletes
when they are on top of their game. The fascinating concept is that. The 7 Secrets of World Class Athletes - Yellin, Steven
The 7 Secrets of World Class Athletes takes you into the minds of super-star athletes when they are on top of their game. The
fascinating concept is that ... The 7 Secrets of World Class Athletes The 7 Secrets of World Class Athletes takes you into the
minds of super-star athletes when they are on top of their game. The fascinating concept is that ... The 7 Secrets of World
Class Athletes, Biancalana, Budd Author:Biancalana, Buddy. The 7 Secrets of World Class Athletes. Book Binding:Paperback /
softback. Book Condition:GOOD. Year Published:0630. The 7 secrets of world class athletes : Yellin, Steven, author Apr 14,
2021 — 192 pages ; 21 cm. First secret: The fluid motion factor -- Second secret: Sports as a series of gaps -- Third secret:
The quality of the ... The 7 Secrets of World Class Athletes Synopsis: The 7 Secrets of World Class Athletes takes you into the
minds of super-star athletes when they are on top of their game. The fascinating concept is ... The 7 Secrets of World Class
Athletes by Buddy Biancalana The 7 Secrets of World Class Athletes by Buddy Biancalana: New ; Item Number.
363415436080 ; Publication Date. 2010-06-30 ; Pages. 198 ; Accurate description. 4.9. Statistics For Management 7 Ed by
Richard S. Levin ... Statistics for Management 7 Ed by Richard S. Levin Solution Manual - Free ebook download as PDF File
(.pdf) or read book online for free. GGGGG. Solutions Manual for Statistics For Managers Using ... Feb 21, 2019 — Solutions
Manual for Statistics For Managers Using Microsoft Excel 7th Edition by Levine - Download as a PDF or view online for free.
Solution Manual For Statistics For Managers 7th Edition by ... Solution Manual For Statistics For Managers 7th Edition by
Levine PDF | PDF | Level Of Measurement | Survey Methodology. Solution manual for Statistics for Managers Using
Microsoft ... View Solution manual for Statistics for Managers Using Microsoft Excel 7th Edition by Levine ISBN 0133061
from STATISTICS STAT3602 at HKU. Statistics for Managers Using Microsoft Excel - 7th Edition Our resource for Statistics
for Managers Using Microsoft Excel includes answers to chapter exercises, as well as detailed information to walk you
through the ... Statistics For Managers Using Microsoft Excel Solution ... 1096 solutions available. Textbook Solutions for
Statistics for Managers Using Microsoft Excel. by. 7th Edition. Author: Timothy C. Krehbiel, Mark L. Berenson ... Business
Statistics for Management and Economics Access Business Statistics for Management and Economics 7th Edition solutions
now. Our solutions ... keys, our experts show you how to solve each problem step-by ... Statistics for Managers Using
Microsoft Excel® 7th Edition ... Aug 10, 2017 — Human resource managers (HR) understanding relationships between HR
drivers, key business outcomes, employee skills, capabilities, and ... Statistics for Managers Using Microsoft Excel Statistics
for Managers Using Microsoft Excel, 9th edition. Published by Pearson (March 14, 2021) © 2021. David M. Levine Baruch
College, City University of ... Test Bank and Solutions For Modern Business Statistics ... Solution Manual, Test Bank, eBook
For Modern Business Statistics with Microsoft® Excel® 7th Edition By David R. Anderson, Sweeney, Williams, Camm,
Cochran, ... My Story: Master Sgt. Benjamin Hunt Jul 10, 2020 — Benjamin Hunt joined the Indiana Air National Guard



Combination Products Combination Products

because it was a family tradition to serve, serve his community, plus the benefits and life ... SGT Benjamin Casey Hunt
Obituary - Killeen, TX May 1, 2019 — Benjamin was born on September 27, 1983 in Twin Falls, ID to Lori Smith and Kenneth
Hunt. He Joined the Army on January 3rd, 2008. His eleven ... Military Service Records The National Archives is the official
repository for records of military personnel who have been dis charged from the U.S. Air Force, Army, Marine Corps, Navy ...
What is the worst thing you've ever experienced in ... Sep 3, 2015 — When my Drill sergeant looked at me and said “You're
going home.” I was on week six, had just one more week to go before graduating and going on ... Experiencing God's
Presence in my Military Service (Part 1) Feb 8, 2020 — God used me to love my neighbors by meeting their needs; God gave
me understanding about the eternal value of military service; God was with me ... U.S. Bases in Thailand During the Vietnam
War and Agent ... Aug 12, 2019 — The first base of operations for American forces was at Takhli Royal Thai Air force Base,
which is located approximately 144 miles northwest of ... House Report 117-391 - MILITARY CONSTRUCTION ... ... military
personnel and their families' quality of life is preserved. The total ... Evans, Deputy Chief of Staff of the Army, G9 Sergeant
Major Michael A. Ranger Hall of Fame Aug 31, 2023 — Staff Sergeant Robert J. Pruden is inducted into the Ranger Hall of
Fame for extraordinary courage and gallantry in action as a Ranger qualified ... On Point: the United States Army in
Operation Iraqi Freedom Mar 23, 2003 — On Point is a study of Operation IRAQI FREEDOM (OIF) as soon after the fact as
feasible. The Army leadership chartered this effort in a message ...


