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Managing Medical Devices within a Regulatory Framework helps administrators, designers, manufacturers,
clinical engineers, and biomedical support staff to navigate worldwide regulation, carefully consider the
parameters for medical equipment patient safety, anticipate problems with equipment, and efficiently
manage medical device acquisition budgets throughout the total product life cycle.

This contributed book contains perspectives from industry professionals and academics providing a
comprehensive look at health technology management (HTM) best practices for medical records
management, interoperability between and among devices outside of healthcare, and the dynamics of
implementation of new devices. Various chapters advise on how to achieve patient confidentiality
compliance for medical devices and their software, discuss legal issues surrounding device use in the
hospital environment of care, the impact of device failures on patient safety, methods to advance skillsets for
HTM professionals, and resources to assess digital technology. The authors bring forth relevant challenges
and demonstrate how management can foster increased clinical and non-clinical collaboration to enhance
patient outcomes and the bottom line by translating the regulatory impact on operational requirements.

Covers compliance with FDA and CE regulations, plus EU directives for service and maintenance of●

medical devices
Provides operational and clinical practice recommendations in regard to regulatory changes for risk●

management
Discusses best practices for equipment procurement and maintenance●

Provides guidance on dealing with the challenge of medical records management and compliance with●

patient confidentiality using information from medical devices
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From reader reviews:

Merideth Davis:

Do you have favorite book? If you have, what is your favorite's book? Reserve is very important thing for us
to find out everything in the world. Each reserve has different aim or perhaps goal; it means that e-book has
different type. Some people really feel enjoy to spend their the perfect time to read a book. They may be
reading whatever they take because their hobby will be reading a book. Why not the person who don't like
reading through a book? Sometime, person feel need book after they found difficult problem or maybe
exercise. Well, probably you will need this Managing Medical Devices within a Regulatory Framework.

Christopher Kennedy:

Often the book Managing Medical Devices within a Regulatory Framework has a lot of information on it. So
when you check out this book you can get a lot of benefit. The book was compiled by the very famous
author. Mcdougal makes some research before write this book. This particular book very easy to read you
can get the point easily after reading this book.

Lauren Barnett:

Managing Medical Devices within a Regulatory Framework can be one of your beginning books that are
good idea. We recommend that straight away because this publication has good vocabulary that can increase
your knowledge in vocabulary, easy to understand, bit entertaining but delivering the information. The copy
writer giving his/her effort to get every word into pleasure arrangement in writing Managing Medical
Devices within a Regulatory Framework nevertheless doesn't forget the main place, giving the reader the
hottest in addition to based confirm resource data that maybe you can be among it. This great information
could drawn you into brand-new stage of crucial considering.

Eugene Meunier:

Many people said that they feel uninterested when they reading a publication. They are directly felt this
when they get a half parts of the book. You can choose often the book Managing Medical Devices within a
Regulatory Framework to make your personal reading is interesting. Your own personal skill of reading
expertise is developing when you similar to reading. Try to choose simple book to make you enjoy you just
read it and mingle the idea about book and looking at especially. It is to be initial opinion for you to like to
start a book and go through it. Beside that the reserve Managing Medical Devices within a Regulatory
Framework can to be your brand new friend when you're experience alone and confuse with the information
must you're doing of this time.
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