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Synopsis

Medical devices that are deemed to have a moderate risk to patients generally cannot go on the
market until they are cleared through the FDA 510(k) process. In recent years, individuals and
organizations have expressed concern that the 510(k) process is neither making safe and effective
devices available to patients nor promoting innovation in the medical-device industry. Several
high-profile mass-media reports and consumer-protection groups have profiled recognized or
potential problems with medical devices cleared through the 510(k) clearance process. The
medical-device industry and some patients have asserted that the process has become too
burdensome and is delaying or stalling the entry of important new medical devices to the market. At
the request of the FDA, the Institute of Medicine (IOM) examined the 510(k) process. Medical
Devices and the Public’s Health examines the current 510(k) clearance process and whether it
optimally protects patients and promotes innovation in support of public health. It also identifies
legislative, regulatory, or administrative changes that will achieve the goals of the 510(k) clearance
process. Medical Devices and the Public’'s Health recommends that the U.S. Food and Drug
Administration gather the information needed to develop a new regulatory framework to replace the
35-year-old 510(k) clearance process for medical devices. According to the report, the FDA’s finite
resources are best invested in developing an integrated premarket and postmarket regulatory

framework.

Book Information

Paperback: 318 pages

Publisher: National Academies Press; 1 edition (November 25, 2011)

Language: English

ISBN-10: 0309212421

ISBN-13: 978-0309212427

Product Dimensions: 6 x 0.9 x 8.9 inches

Shipping Weight: 1.2 pounds (View shipping rates and policies)

Average Customer Review: Be the first to review this item

Best Sellers Rank: #1,531,052 in Books (See Top 100 in Books) #132 inA Books > Science &
Math > Experiments, Instruments & Measurement > Scientific Instruments #322 inA Books >
Textbooks > Medicine & Health Sciences > Allied Health Services > Medical Technology #437

inA Books > Textbooks > Medicine & Health Sciences > Administration & Policy > Health Policy

Download to continue reading...



http://ebooksreps.com/en-us/read-book/5Vxmo/medical-devices-and-the-public-s-health-the-fda-510-k-clearance-process-at-35-years.pdf?r=9aDkAdQwBUqHwkI1Kgdur44bbWFPdyqHXGRMXqIIMM7urCnmoSx7blAcYJ0loahf

Medical Devices and the Public’'s Health: The FDA 510(k) Clearance Process at 35 Years Security
Clearance Manual: How To Reduce The Time It Takes To Get Your Government Clearance The
FDA and Worldwide Quality System Requirements Guidebook for Medical Devices The FDA and
Worldwide Quality System Requirements Guidebook for Medical Devices, Second Edition ISO
14971:2007, Medical devices - Application of risk management to medical devices Public Health
Nursing - Revised Reprint: Population-Centered Health Care in the Community, 8e (Public Health
Nursing: Population-Centered Health Care in the Community) Medical Terminology: Medical
Terminology Made Easy: Breakdown the Language of Medicine and Quickly Build Your Medical
Vocabulary (Medical Terminology, Nursing School, Medical Books) Clearance and Copyright:
Everything You Need to Know for Film and Television Clearance & Copyright, 4th Edition:
Everything You Need to Know for Film and Television American Medical Association Complete
Medical Encyclopedia (American Medical Association (Ama) Complete Medical Encyclopedia)
Community/Public Health Nursing Online for Stanhope and Lancaster, Public Health Nursing
(Access Code and Textbook Package), 7e Clinical Trials: Study Design, Endpoints and Biomarkers,
Drug Safety, and FDA and ICH Guidelines Intensive rural hygiene work and public health education
of the Public health service of Netherlands India [Indonesia] Essentials Of Public Health - Third
Edition (Essential Public Health) Epidemiology For Public Health Practice (Friis, Epidemiology for
Public Health Practice) Community & Public Health Nursing: Promoting the Public’s Health The
Complete Code of Federal Regulations, Title 21, Food And Drugs, FDA Regulations, 2016 The
Generic Challenge: Understanding Patents, FDA and Pharmaceutical Life-Cycle Management
(Fourth Edition) FDA Regulatory Affairs: Third Edition The Manual to Online Public Records: The

Researcher’s Tool to Online Resources of Public Records and Public Information

Dmca


http://ebooksreps.com/en-us/dmca

