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the term medical devices covers a wide range of equipment essential for patient care at
every level of the health service whether at the bedside at a health clinic or in a large
specialised hospital yet many countries lack access to high quality devices particularly in
developing countries where health technology assessments are rare and there is a lack of
regulatory controls to prevent the use of substandard devices this publication provides a
guidance  framework  for  countries  wishing  to  create  or  modify  their  own  regulatory
systems for medical devices based on best practice experience in other countries issues
highlighted  include  the  need  for  harmonised  regulations  and  the  adoption  where
appropriate of device approvals of advanced regulatory systems to avoid an unnecessary
drain  on  scarce  resources  these  approaches  allow  emphasis  to  be  placed  on  locally
assessed needs including vendor and device registration training and surveillance and
information exchange systems

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
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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 handbook of medical device regulatory affairs in asia covers
medical device regulatory systems in different countries iso standards for medical devices
clinical trial and regulatory requirements and documentation for application government
bodies  the  medical  device  industry  and  academics  and  students  will  find  this  book
immensely useful in understanding the global regulatory environment and in their research
and development projects

medical  device  safety  the  regulation  of  medical  devices  for  public  health  and  safety
examines the prospects for achieving global harmonization in medical device regulation
and describes a possible future global system unresolved difficulties are discussed while
solutions are proposed an essential book for all those involved in health physics en

the intent of this book mddr for short is to present an introduction to and overview of the
world of medical device regulation by the united states food and drug administration fda
and the relationship of this regulatory scheme to the design and development of medical
devices in providing this information the book covers the broad range of requirements
which are presented within eight major topics background and regulatory environment
device  design  control  nonclinical  testing  clinical  testing  marketing  applications  post
market  requirements  quality  systems  gmps  and  compliance  enforcement  this  book
provides students and professionals in the medical device industry with a road map to the
regulation of medical devices it provides a broad understanding of the breadth and depth
of medical  device regulation by collecting in one textbook coverage of the regulatory
scheme  for  medical  devices  in  terms  that  are  suitable  for  engineers  scientists  and
healthcare providers the vast amount of information available on the subject is distilled
into a concise and coherent presentation there also are problems and projects at the end
of each chapter in addition to the usual questions requiring specific answers the projects
include  the  drafting  of  a  device  control  plan  the  development  of  a  nonclinical  test
procedure the resolution of a recall the response to a warning letter and the creation of a
capa for a device deficiency a solutions manual for these exercises is available to teachers
who adopt the textbook for classroom use or for employee training medical device design
and regulation mddr also makes available over 100 complimentary live hyperlinks to web
pages with additional relevant information and offers users the opportunity to join and
participate in the mddr users group on linkedin

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 global atlas of medical devices 2022 is a comprehensive reference published by the
world  health  organization  it  provides  detailed  profiles  and  analysis  of  medical  device
availability  and usage across different countries worldwide the atlas aims to enhance
understanding and facilitate informed decision making in the global health community it
presents  indicators  and  methodologies  for  evaluating  the  medical  device  landscape
emphasizing  the  significance  of  equitable  access  to  health  technologies  intended  for
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policymakers healthcare professionals and international organizations this atlas serves as
a  vital  tool  for  assessing  current  medical  device  resources  and  identifying  areas  for
improvement the publication underscores who s commitment to advancing global health
through reliable data and analysis

medical  devices  are  an  extremely  important  versatile  and  complex  product  category
within healthcare however compared to medicinal products hospitals medical staff etc
there is much less general awareness and understanding of medical devices this book
illuminates  different  facets  of  medical  devices  in  a  holistic  manner  it  describes  the
complexity of the industry markets manufacturers and numerous other stakeholders as
well as related regulations required competencies and future trends more specifically it
describes a range of products and innovations safety risks and regulations legal aspects
and certification processes it  also examines the market from the point of view of the
manufacturer from start ups to large companies and conglomerates finally this book looks
at the special role sustainability and esg plays in the future of medical device innovation
production and usage featuring industry case studies this book is ideal for individuals from
scientists to managers interested in healthcare and who would like to understand the
overall relevance of medical devices from different perspectives specifically interactions
developments and dynamics between the different business areas and stakeholders this
book is open access

fundamentals of medical device regulations is a compilation of history medical device and
in  vitro  diagnotic  ivd  medical  device  information  from  raps  regional  publications
fundamentals of us regulatory affairs eleventh edition fundamentals of canadian medical
device regulations fundamentals of eu regulatory affairs ninth edition fundamentals of
international regulatory affairs fourth edition foreword

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 experts from influential international regulatory bodies including the us food and drug
administration  fda  uk  medicines  and  healthcare  products  regulatory  agency  japan
pharmaceuticals and medical devices agency saudi food and drug authority korea testing
laboratory  taiwan  fda  world  health  organization  asian  harmonization  working  party
regulatory affairs professionals society and british standards institution have contributed
to the book government bodies the medical  device industry  academics students and
general  readers  will  find  the  book  immensely  useful  for  understanding  the  global
regulatory environment and in their research and development projects

first published in 2001 this handbook has been written to give those professionals working
in the development and use of medical  devices practical  knowledge about biomedical
technology regulations and their relationship to quality health care

medical devices and regulations standards and practices will shed light on the importance
of regulations and standards among all stakeholders bioengineering designers biomaterial
scientists and researchers to enable development of future medical devices based on the
authors practical experience this book provides a concise practical guide on key issues
and  processes  in  developing  new  medical  devices  to  meet  international  regulatory
requirements and standards provides readers with a global perspective on medical device
regulations concise and comprehensive information on how to design medical devices to
ensure they meet regulations and standards includes a useful case study demonstrating
the design and approval process
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developed to promote the design of safe effective and usable medical devices handbook
of  human  factors  in  medical  device  design  provides  a  single  convenient  source  of
authoritative information to support evidence based design and evaluation of medical
device  user  interfaces  using  rigorous  human  factors  engineering  principles  it  offers
guidance

this  book  provides  the  bridge  between  engineering  design  and  medical  device
development there is no single text that addresses the plethora of design issues a medical
devices  designer  meets  when  developing  new  products  or  improving  older  ones  it
addresses medical devices regulatory fda and eu requirements some of the most stringent
engineering requirements globally engineers failing to meet these requirements can cause
serious harm to users as  well  as  their  products commercial  prospects this  handbook
shows the essential methodologies medical designers must understand to ensure their
products meet requirements it brings together proven design protocols and puts them in
an  explicit  medical  context  based  on  the  author  s  years  of  academia  r  d  phase  and
industrial commercialization phase experience this design methodology enables engineers
and medical device manufacturers to bring new products to the marketplace rapidly the
medical device market is a multi billion dollar industry every engineered product for this
sector  from  scalpelsstents  to  complex  medical  equipment  must  be  designed  and
developed to approved procedures and standards this book shows how covers us and eu
and  iso  standards  enabling  a  truly  international  approach  providing  a  guide  to  the
international  standards  that  practicing  engineers  require  to  understand  written  by  an
experienced medical device engineers and entrepreneurs with products in the from the us
and  uk  and  with  real  world  experience  of  developing  and  commercializing  medical
products

the handbook of medical device design provides a review of regulatory and standards
issues in medical device design including fda regulations types of 510 k the iso 9000
series  and  medical  device  directives  it  identifies  how  to  determine  and  document
customer needs and device requirements it also establishes reliability and qua

the original edition of this text clinical evaluation of medical devices principles and case
studies provided the first overview of key pr ciples and approaches to medical device
clinical  trials  illustrated  with  a  series  of  detailed  real  world  case  studies  the  book  is
designed as a resource for clinical professionals and regulatory specialists working in the
field of new medical device development and marketing since the first edition of this text
was published in 1997 the rapid pace of inno tion in health care technologies continues to
yield  exciting and important  new products the regulatory landscape has also evolved
reflecting some of the changes and needs within the medical device industry the purpose
of clinical evaluation of medical devices principles and case studies second edition is to
provide an updated and expanded presentation of the scientific methods and regulatory
requirements applied to the study of new significant risk medical devices the text now
includes 1 new information on the requirements and process for gaining reimbursement of
new  products  from  medicare  and  private  insurers  with  case  studies  of  research
specifically  designed  for  this  p  pose  as  well  as  health  care  technology  assessment
methods 2 infor tion on new statistical methodologies applied to medical device trials and
3  all  new  case  studies  including  examples  of  combination  pr  ucts  three  phase
development models i e feasibility fda approval medicare reimbursement and novel study
designs

a first edition of the development of medical devices policies was published in 2011 this
second edition was prepared to reflect the transition from the millennium development
goals to the sustainable development goals ensuring its relevance to current global health
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priorities  moreover  new sections have been added to address recent  pressing public
health  issues  such  as  sustainability  digital  health  participatory  governance  and  public
health  emergencies the document now encompasses updated regulatory  frameworks
health technology assessment and health technology management and includes a new
section on the nomenclature of medical devices it focuses on prioritizing needs addressing
relevant  new  world  health  assembly  resolutions  and  referencing  recent  who  medical
devices technical  series publications additionally it  includes guidance on implementing
effective strategies and measuring progress through defined indicators and evaluation
systems

in recent years even though a medical device industry has been grown rapidly as a next
generation global industry most of markets are dominated by some of major countries a
medical  device  is  distinct  from  general  goods  it  requires  not  only  ordinary  medical
engineering  r  d  knowledge  but  also  it  involves  with  each  phases  of  specific  market
knowledge experience and expertise from development to commercialization according
to complicated regulatory affairs moreover since the purpose of manufactured medical
device is usually not only for domestic market but for overseas expansion expertise of
global medical device industry knowledge are needed such as each country s medical
device law data of medical device usage and etc the book provides comprehensive yet
practical  knowledge  of  product  planning  research  development  manufacturing
certification and approval and distribution of medical device in order to enable readers to
conduction of business easily through general r d education as well as essential subject
medical device approval and certification system the main purpose of book is to foster
practical medical device experts through understanding of medical device approval and
certification system of east asia including korea japan and china since the author has had
an experienced working in ministry of food and drug safety mfds especially in medical
device certification department as well as an educator in universities for a long time the
author  contains  practical  knowledge  oriented  information  such  as  problems  and
corresponding strategies of each country in an aspect of regulatory affairs based on global
certification and approval for medical device which are distinct from a regular textbook
engineering education oriented information for medical device manufacturing this book
describes  information  of  regulatory  affairs  easily  for  various  class  of  readers  from  a
undergraduate and graduate student who are interested in medical device industry to
personnel  who  are  performing  medical  device  regulation  related  work  the  contained
information  is  based  on  public  announced  material  from  each  country  s  regulatory
authority  however  the  contained  information  may  change  in  the  future  due  to
characteristics of regulatory affairs therefore the author will continuously publish revised
edition and respectfully accept requests for revision and improvement 2016 december
gyu ha ryu ph d
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