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Standard Operating Procedures (SOPs). 2019 this book explains the requirements for

compliance with fda regulations and iso standards 9001 13485 for documented information
controls and presents a methodology for compliance the document control system dcs or
documented information control system dics is the foundation of a quality management system
it is the first quality system element that must be implemented because the establishment and
control of documented processes and information in a quality controlled environment is
dependent on the ability to proactively manage access to documents and the movement of
documents through the document life cycle a well developed document control system
benefits business by improving knowledge retention and knowledge transfer within and across
business units improving access to knowledge based information improving employee
performance by providing standardized processes and communicating clear expectations

improving customer communication and satisfaction by providing documented information from



which common understanding can be achieved providing traceability of activities and
documentation throughout the organization improving organization of and access to
documents and data sample documents are included in the appendixes of this book to help
clarify explanations and a full set of formatted procedures and document templates are
available for download to get you off to an even faster start this book provides a process
based approach that can be used for controlling all forms of documented information that are
required to be managed under the quality management system

How to Establish a Document Control System for Compliance with ISO 9001:2015, 1SO
13485:2016, and FDA Requirements 2015-10-14 every organization needs a set of rules to
govern its members this book will help your department overcome the mystique and
misunderstanding of sops features benefits provides an outline for developing and

implementing sops a collection of sample operating procedures for a wide range of fire



department activities includes sample sops forms reports schedules lists and worksheets
Standard Operating Procedures and Guidelines 1998 pharmaceutical quality control lab teaches
the history of regulations affecting quality control in pharmaceutical labs and their importance
and then goes into the specifics of dealing with results in a pharmaceutical lab it contains an
interactive flow chart numerous step by step instructions questions sop model and a case
study it is suitable for gmp training

Pharmaceutical Quality Control Lab Guidebook 2005-07 this work presents the proceedings of

the 19th in the hazards symposium series run by the institution of chemical engineers north
west branch since 1960

Hazards XIX 2006 all the information and tools needed to set up a successful method
validation system validating chromatographic methods brings order and current good

manufacturing practices to the often chaotic process of chromatographic method validation it



provides readers with both the practical information and the tools necessary to successfully
set up a new validation system or upgrade a current system to fully comply with government
safety and quality regulations the net results are validated and transferable analytical methods
that will serve for extended periods of time with minimal or no complications this guide
focuses on high performance liquid chromatographic methods validation however the concepts
are generally applicable to the validation of other analytical techniques as well following an
overview of analytical method validation and a discussion of its various components the author
dedicates a complete chapter to each step of validation method evaluation and further method
development final method development and trial method validation formal method validation
and report generation formal data review and report issuance templates and examples for
methods validation standard operating procedures standard test methods methods validation

protocols and methods validation reports are all provided moreover the guide features detailed



flowcharts and checklists that lead readers through every stage of method validation to ensure
success all of the templates are also included on a supplementary support site enabling
readers to easily work with and customize them for scientists and technicians new to method
validation this guide provides all the information and tools needed to develop a top quality
system for those experienced with method validation the guide helps to upgrade and improve
existing systems

Operating Procedure F-53: Accounting 1939 pharmaceuticals companies biotech companies
and cros regardless of size all face the same challenge of managing costs and operational
execution associated with bringing a valuable drugs and devices to market because of
timeline pressures and cost as well as the growing interest in neglected diseases and
diseases affecting the emerging nations clinical trials are increasingly conducted in emerging

markets and developing countries where infrastructure leadership skilled personnel and a



governance are at a premium working with academics regulatory professionals safety officers
experts from the pharma industry and cros the editors have put together this up to date step
by step guide book to building and enhancing global clinical trial capacity in emerging markets
and developing countries this book covers the design conduct and tools to build and or
enhance human capacity to execute such trials appealing to individuals in health ministries
pharmaceutical companies world health organizations academia industry and non
governmental organizations ngos who are managing global clinical trials gives medical
professionals the business tools needed to effectively execute clinical trials throughout the
world provides real world international examples which illustrate the practical translation of
principles includes forms templates and additional references for standardization in a number
of global scenarios

Validating Chromatographic Methods 2006-09-11 provides practical advice for the quality



assurance professional responsible for monitoring compliance with legal requirements and
accepted standards of preclinical safety studies clinical trials and manufacture of drugs this
book also offers a framework for integrating these standards with other quality management
systems

Global Clinical Trials Playbook 2012-04-20 the current second edition of this book reflects the
15 years of practical experience with the six sigma lean toolbox it is a comprehensive
collection of all the tools necessary for project work and running workshops when improving
processes all tools have been illustrated in a clear and comprehensible structure with
examples and tips for applying the tools included the chronology corresponds to the
procedure of an improvement project comprising the steps d efine m easure a nalyze i
mprove and c ontrol the most important innovation of this edition is the fact that it guides the

user to select the appropriate tool using questions the paradigm change from a toolset to a



mindset has proven worthwhile in project work and ensures that corporate problems are
addressed with the goal of achieving efficient solutions rather than having a large quantity of
perfect tools to choose from the efficiency factor of work in projects and workshops will
therefore improve significantly through this paradigm change connected with its unique
structure this book provides an effective tool not only for project and workshop leaders but
also for the executives sponsors involved who will be guided to solve the given task
formulation quickly and in a sustainable way

Operating Procedure F-56: Property Inventory Records and Reports 1939 to stay in
compliance with regulations pharmaceutical medical and biotech companies must create
qualtiy sops that build in the regulatory requirements into actions and describe personal flow
internal flow flow of information and processing steps quality operations procedures for

pharmaceutical api and biotechnology and the accompanying cd rom take into account all



major international regulations such as fda eu gmp cgmp glp pda technical monographs pda
technical reports pma concepts journals of pda gcp and industry standard iso 9000 to be in
compliance with documentation guidelines no other resource deals exclusively with the key
elements of quality control and quality assurance procedures for pharmaceutical operations
and provides hands on templates to be tailored to achieve global regulatory compliance the
book provides instant answers about what to include in critical quality assurance and quality
control sops and how to enhance productivity the cd rom contains nineteen quality control and
thirty three quality assurance sops designed so that users can input them into their computers
and use their microsoft word programs to edit and print these documents the book ensures
minimization of the number of documents helping to reduce the nightmare like aura that
surrounds an fda audit the sops exclusively refer to the documents specially required for

compliance however specific formats are not included to ensure that the electronic templates



can be easily used by pharmaceutical bulk pharmaceutical medical device and biotechnology
industries the combination of text and cd rom presents a ready to use resource on the quality
systems of aseptic pharmaceutical non aseptic production and to provide general information
and guidelines they comprise a tool that can be used to develop a set of quality sops in order
to support the road map established for the on time successful start up of the facility operation
in compliance with the gmp requirements

Good Clinical, Laboratory and Manufacturing Practices 2007 best practices for environmental
project teams provides project managers and their teams government managers and
regulatory agencies with practical guidelines for continuously improving performance project
managers and team members can pick from a variety of chapter topics stated as actions to
address existing skill gaps with practical tools and guidelines

Operating Procedure O-13: Safety Reports and Records 1942 build a network security threat



model with this comprehensive learning guide key features develop a network security threat
model for your organization gain hands on experience in working with network scanning and
analyzing tools learn to secure your network infrastructure book description the tech world has
been taken over by digitization to a very large extent and so it s become extremely important
for an organization to actively design security mechanisms for their network infrastructures
analyzing vulnerabilities can be one of the best ways to secure your network infrastructure
network vulnerability assessment starts with network security assessment concepts workflows
and architectures then you will use open source tools to perform both active and passive
network scanning as you make your way through the chapters you will use these scanning
results to analyze and design a threat model for network security in the concluding chapters
you will dig deeper into concepts such as ip network analysis microsoft services and mail

services you will also get to grips with various security best practices which will help you build



your network security mechanism by the end of this book you will be in a position to build a
security framework fit for an organization what you will learn develop a cost effective end to
end vulnerability management program implement a vulnerability management program from a
governance perspective learn about various standards and frameworks for vulnerability
assessments and penetration testing understand penetration testing with practical learning on
various supporting tools and techniques gain insight into vulnerability scoring and reporting
explore the importance of patching and security hardening develop metrics to measure the
success of the vulnerability management program who this book is for network vulnerability
assessment is for security analysts threat analysts and any security professionals responsible
for developing a network threat model for an organization this book is also for any individual
who is or wants to be part of a vulnerability management team and implement an end to end

robust vulnerability management program



Operating Procedure E-9: Rules and Regulations Governing Employment 1942 the project
management classic revised and expanded now includes downloadable forms and worksheets
projects are becoming the heart of business this comprehensive revision of the bestselling
guide to project management explains the processes practices and management techniques
you need to implement a successful project culture within your team and enterprise visualizing
project management simplifies the challenge of managing complex projects with powerful
visual models that have been adopted by more than 100 leading government and private
organizations in this new third edition the authors leading thinkers and practitioners in the field
keep you on the cutting edge with a sophisticated approach that integrates project
management systems engineering and process improvement this advanced content can help
take your career and your organization well beyond the fundamentals new downloadable

forms templates and worksheets make it easy to implement powerful project techniques and



tools includes references to the project management institute body of knowledge and the
incose handbook to help you pass the project management professional certification exam the
incose systems engineer certification exam csep i recommend this book to all those who
aspire to project management and those who must supervise it norman r augustine former
chairman and ceo lockheed martin corporation the importance of this excellent book able to
encompass these two key disciplines systems engineering and project management cannot be
overemphasized heinz stoewer president incose

Operating Procedure G-3: Custody and Control of Property 1939 essential elements for a gmp
analytical chemistry department is a systematic approach to understanding the essential
elements required for a successful gmp analytical department to function as an efficient and
effective organization it describes in detail a department structure which allows for the

necessary processes to become available to all its personnel in a way where there is a free



flow of information and interaction the environment and culture created by this approach
encourages and rewards the sharing of ideas skills and abilities among department personnel
the essential elements such as sop s regulatory guidance s guidelines project teams technical
and department processes personnel motivation outsourcing and hiring the best is among the
many topics that are discussed in detail and how they can be implemented to build an
efficient and effective analytical department this book will serve as a valuable asset to the
many companies required to perform gmp analytical method development validation analyses
etc including start up virtual and generic pharmaceutical companies

Six Sigma+Lean Toolset 2013-04-09 research data management is becoming more
complicated researchers are collecting more data using more complex technologies all the
while increasing the visibility of our work with the push for data sharing and open science

practices ad hoc data management practices may have worked for us in the past but now



others need to understand our processes as well requiring researchers to be more thoughtful
in planning their data management routines this book is for anyone involved in a research
study involving original data collection while the book focuses on quantitative data typically
collected from human participants many of the practices covered can apply to other types of
data as well the book contains foundational context instructions and practical examples to
help researchers in the field of education begin to understand how to create data
management workflows for large scale typically federally funded research studies the book
starts by describing the research life cycle and how data management fits within this larger
picture the remaining chapters are then organized by each phase of the life cycle with
examples of best practices provided for each phase finally considerations on whether the
reader should implement and how to integrate those practices into a workflow are discussed

key features provides a holistic approach to the research life cycle showing how project



management and data management processes work in parallel and collaboratively can be
read in its entirety or referenced as needed throughout the life cycle includes relatable
examples specific to education research includes a discussion on how to organize and
document data in preparation for data sharing requirements contains links to example
documents as well as templates to help readers implement practices

Quality Operations Procedures for Pharmaceutical, API, and Biotechnology 2012-06-06 in the
last twenty years considerable progress has been made in process risk and reliability
management particularly in regard to regulatory compliance many companies are now looking
to go beyond mere compliance they are expanding their process safety management psm
programs to improve performance not just in safety but also in environmental compliance
quality control and overall profitability techniques and principles are illustrated with numerous

examples from chemical plants refineries transportation pipelines and offshore oil and gas this



book helps executives managers and technical professionals achieve not only their current
psm goals but also to make the transition to a broader operational integrity strategy the book
focuses on the energy and process industries from refineries to pipelines chemical plants
transportation energy and offshore facilities the techniques described in the book can also be
applied to a wide range of non process industries the book is both thorough and practical it
discusses theoretical principles in a wide variety of areas such as management of change risk
analysis and incident investigation and then goes on to show how these principles work in
practice either in the design office or in an operating facility the second edition has been
expanded revised and updated and many new sections have been added including the impact
of resource limitations a review of some recent major incidents the value of story telling as a
means of conveying process safety values and principles and the impact of the proposed

changes to the osha psm standard learn how to develop a thorough and complete process



safety management program go beyond traditional hazards analysis and risk management
programs to explore a company s entire range of procedures processes and management
issues understand how to develop a culture of process safety and operational excellence that
goes beyond simple rule compliance develop process safety programs for both onshore
facilities epa osha and offshore platforms and rigs bsee and to meet safety case requirements
Best Practices for Environmental Project Teams 2011-08-16 develop an understanding of fda
and global regulatory agency requirements for laboratory control system Ics operations in
laboratory control system operations in a gmp environment readers are given the guidance
they need to implement a cgmp compliant laboratory control system Ics that fits within global
regulatory guidelines using the quality systems approach regulatory agencies like the fda and
the european medicine agency have developed a scheme of systems for auditing

pharmaceutical manufacturing facilities which includes evaluating the Ics in this guide readers



learn the fundamental rules for operating a cgmp compliant laboratory control system
designed to help leaders meet regulatory standards and operate more efficiently the text
includes chapters that cover laboratory equipment qualification and calibration laboratory
facilities method validation and method transfer laboratory computer systems laboratory
investigations as well as data governance and data integrity the text also includes chapters
related to laboratory managerial and administrative systems laboratory documentation
practices and standard operating procedures and general laboratory compliance practices
additionally a chapter outlining stability program operations is included in the text in addition to
these topics it includes Ics information and tools such as end of chapter templates checklists
and Ics guidance to help you follow the required standards electronic versions of each tool so
users can use them outside of the text an in depth understanding of what is required by the

fda and other globally significant regulatory authorities for gmp compliant systems for quality



assurance professionals working within the pharmaceutical or biopharma industries this text
provides the insight and tools necessary to implement government defined regulations

Supply Chain Management: Standard Operating Procedures 2018-08-31 a common source of
failure in a human dependent barrier or safety critical task is a designed in mismatch error the
mismatch is a cognitive demand that exceeds the human capability to reliably and promptly
respond to that demand given the plausible situations at that moment demand situations often
include incomplete information increased time pressures and challenging environments this
book presents innovative solutions to reveal prevent and mitigate these and many other
cognitive type errors in barriers and safety critical tasks the comprehensive model and
methodologies also provide insight into where and to what extent these barriers and task
types may be significantly underspecified and the potential consequences this title presents a

new and comprehensive prototype design and lifecycle model specific to human dependent



barriers and safety critical tasks designed to supplement current practice the model is fully
underpinned by cognitive ergonomics and cognitive science the book also presents a
compelling case for why a new global consensus standard specific to human dependent
barriers is needed taking a novel approach it presents its suggested basis framing and
content both solutions seek to redress deficiencies in global regulations standards and
practice the model is guided by industry recommendations and best practice guidance and
solutions from globally recognized experts its processes are fully explained and supported by
examples analysis and well researched background materials real life case studies from
offshore oil and gas chemical manufacturing transmission pipelines and product storage
provide further insight into how overt and latent design errors contributed to barrier
degradation and failure and the consequence of those errors an essential and fascinating read

for professionals human barrier design and lifecycle a cognitive ergonomics approach and



path forward will appeal to those in the fields of human factors process and technical safety
functional safety display and safety system design risk management facility engineering and
facility operations and maintenance chapters 1 and 8 of this book are freely available as
downloadable open access pdfs at taylorfrancis com under a creative commons attribution
non commercial no derivatives cc bync nd 4 0 international license

Network Vulnerability Assessment 2005-11-11 the accessible easy to follow guide that
demystifies documentation management when it comes to receiving documentation to confirm
good science u s and international regulators place high demands on the healthcare industry
as a result companies developing and manufacturing therapeutic products must implement a
strategy that allows them to properly manage their records and documents since they must
comply with rigorous standards and be available for regulatory review or inspection at a

moment s notice written in a user friendly q a style for quick reference managing the



documentation maze provides answers to 750 questions the authors encounter frequently in
their roles as consultants and trainers in simple terms this handy guide breaks down the key
components that facilitate successful document management and shows why it needs to be a
core discipline in the industry with information on compliance with regulations in
pharmaceutical biological and device record keeping electronic systems hybrid systems and
the entire scope of documentation that companies must manage how to write and edit
documents that meet regulatory compliance making the transition to an electronic system
including how to validate and document the process anyone responsible for managing
documents in the health field will find this book to be a trusted partner in unraveling the
bureaucratic web of confusion while it initiates a plan on how to put an effective lasting
system in place one that will stand up to any type of scrutiny

Visualizing Project Management 2013-06-20 baffled by repeated mistakes in your department



want to focus your employees limited time on more valuable work the answer to these
challenges and more is business process improvement bpi every process in every
organization can be made more effective cost efficient and adaptable to changing business
needs the good news is you don t need to be a bpm expert to get great results written by an
experienced process analyst this how to guide presents a simple bottom line approach to
process improvement work with its proven 10 step method you can identify and prioritize the
processes that need fixing eliminate duplication and bureaucracy control costs establish
internal controls to reduce human error test and rework the process before introducing it
implement the changes now in its second edition the power of business process improvement
is even more user friendly with new software suggestions quizzes a comparison of industry
improvement methods and examples to help you apply the ideas whether you are new to bpi

or a seasoned pro you will have business running better in no time



Essential Elements for a GMP Analytical Chemistry Department 2024-07-09 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 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

Data Management in Large-Scale Education Research 2014-09-11 the managing progress
module is to introduce tools techniques and methodologies associated with earned value
management that have been identified as being best tested and proven practices and which
have been found to work on most projects most of the time provide a logical or rational
sequence showing when those tools or techniques would normally and customarily be used
and in selected instances show how to use those tools techniques and or where to find

additional information on how to use or apply them



Process Risk and Reliability Management 2020-06-03 after more than twenty years of use
good laboratory practice or glp has attained a secure place in the world of testing chemicals
and other test items with regard to their safety for humans and the environment gone are the
days when the glp regulations were hotly debated amongst scientists in academia and
industry and were accused of stifling flexibility in imaginative approaches to and science
based conduct of all kinds of studies concerned with toxic effects and other parameters
important for the evaluation and assessment of products submitted for registration and
permission to market the glp regulations have developed from rules on how to exactly
document the planning conduct and reporting of toxicity studies to a quality system for the
management of a multitude of study types from the simple determination of a physical
chemical parameter to the most complex field tests or ecotoxicology studies at the same time

the term good laboratory practice has become somewhat of a slogan with the aim to



characterise any reliably conducted laboratory work

Laboratory Control System Operations in a GMP Environment 2024-05-07 the managing
scope module is to introduce the tools techniques and methodologies associated with scope
definition and scope management that have been identified as being best tested and proven
practices which have been found to work on most projects most of the time provide a logical
or rationale sequence showing when those tools or techniques would normally and
customarily be used and in selected instances show how to use those tools techniques and or
where to find additional information on how to use or apply them

Human Barrier Design and Lifecycle 2010-03-16 with the contributions from leading national
and international scholars and practitioners this volume provides a state of the art look at id
addressing the major changes that have occurred in nearly every aspect of id in the past

decade and provides both theory and how to information for id and performance improvement



practitioners practitioners who must stay current in their field this volume goes beyond other id
references in its approach it is useful to students and practitioners at all levels it is grounded
in the most current research and theory and it provides up to the minute coverage of topics
not found in any other id book it addresses timely topics such as cognitive task analysis
instructional strategies based on cognitive research data collection methods games higher
order problem solving and expertise psychomotor learning project management partnering
with clients and managing a training function it also provides a new way of looking at what id
is and the most comprehensive history of id ever published sponsored by international society
for performance improvement ispi the handbook of improving performance in the workplace
three volume reference covers three core areas of interest including instructional design and
training delivery selecting and implementing performance interventions and measurement and

evaluation



Managing the Documentation Maze 2010-02-17 institutional review board irb members and
oversight personnel face challenges with research involving new technology management of
big data globalization of research and more complex federal regulations institutional review
board management and function third edition provides everything irbs and administrators need
to know about efficiently managing and effectively operating a modern and compliant system
of protecting human research subjects this trusted reference manual has been extensively
updated to reflect the 2018 revisions to the federal policy for the protection of human subjects
common rule an essential resource for both seasoned and novice irb administrators and
members institutional review board management and function provides comprehensive and
understandable interpretations of the regulations clear descriptions of the ethical principles on
which the regulations are based and practical step by step guidance for effectively

implementing regulatory oversight



The Power of Business Process Improvement 2018-11-06 the managing databases module is
to introduce the tools techniques and methodologies deemed appropriate to designing creating
updating and otherwise managing databases that have been identified as being best tested
and proven practices and which have been found to work on most projects most of the time
provide a logical or rational sequence showing when those tools or techniques would normally
and customarily be used and in selected instances show how to use those tools techniques
and or where to find additional information on how to use or apply them

Data Integrity and Data Governance 2012-12-06 biological safety and biosecurity protocols are
essential to the reputation and responsibility of every scientific institution whether research
academic or production every risk no matter how small must be considered assessed and
properly mitigated if the science isn t safe it isn t good now in its fifth edition biological safety

principles and practices remains the most comprehensive biosafety reference led by editors



karen byers and dawn wooley a team of expert contributors have outlined the technical nuts
and bolts of biosafety and biosecurity within these pages this book presents the guiding
principles of laboratory safety including the identification assessment and control of the broad
variety of risks encountered in the lab the production facility and the classroom specifically
biological safety covers protection and control elements from biosafety level cabinets and
personal protection systems to strategies and decontamination methods administrative
concerns in biorisk management including regulations guidelines and compliance various
aspects of risk assessment covering bacterial pathogens viral agents mycotic agents protozoa
and helminths gene transfer vectors zooonotic agents allergens toxins and molecular agents
as well as decontamination aerobiology occupational medicine and training a resource for
biosafety professionals instructors and those who work with pathogenic agents in any capacity

biological safety is also a critical reference for laboratory managers and those responsible for



managing biohazards in a range of settings including basic and agricultural research clinical
laboratories the vivarium field study insectories and greenhouses

Managing Project Progress - Project Controls 1939 this book enables organizations in both

the private and public sectors to develop and execute efficient and effective business
partnerships detailed requirements and market potentials are developed which would help
entice the private sector to use its own resources to develop products and services without
delay and at minimal cost to taxpayers this is a must read for anyone interested in doing
business with the government as well as government leaders who are being forced to trim
budgets and show genuine value in their agencies

Good Laboratory Practice 2009-12-09 quality assurance is necessary to maintain quality and
services in the pharmaceutical and life science industries quality assurance demonstrates that

the logic and practice of problem solving can integrate both program efficacy and regulatory



compliance this title is divided into three parts the first part discusses the process by which a
problem in regulated industry is identified for example a manufacturing deviation that leads to
an adulterated drug product and reviews the decision making steps involved in remedying the
problem the second part delves into the staff training requirements of procedures that are
thereby revised the third part expands on this discussion by considering piloting the proposed
training module preparing assessments of trainee proficiency evaluating the training module
including integrating rigorous evaluative designs with formative program improvement and
documenting the entire effort presents a comprehensive view of the field of quality assurance
an approach grounded in direct experience uses diagrams and figures to clarify analytical
points

Managing Scope - Project Controls 1939 now in its fifth edition professional management of

housekeeping operations is the essential practical introduction to the field a complete course



ranging from key principles of management to budgeting from staff scheduling to cleaning with
expanded attention to leadership and training budgeting and cost control and the increasingly
vital responsibility for environmentally safe cleaning the latest edition of this industry standard
also includes new case studies that help readers grasp concepts in a real world setting
instructor s manual test bank in both word and respondus formats photographs from the text
and powerpoint slides are available for download at wiley com college

Digest of Procedures 2021-03-01
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