medical device technical file

medical device technical file is an essential document required for the regulatory approval and
market access of medical devices in many jurisdictions. It serves as a comprehensive compilation of
technical information that demonstrates the safety, performance, and conformity of a medical device
with applicable standards and regulations. Preparing an accurate and detailed medical device
technical file is crucial for manufacturers, as it facilitates compliance with regulatory bodies such as
the FDA, European Medicines Agency (EMA), and other global authorities. This article delves into
the components, importance, regulatory requirements, and best practices for creating and
maintaining a medical device technical file. Understanding these aspects is vital for ensuring
successful product approval and ongoing regulatory compliance. The following sections will cover
the structure of the technical file, key documents involved, regulatory frameworks, and tips for
effective management.
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Understanding the Medical Device Technical File

A medical device technical file is a detailed dossier prepared by manufacturers that provides
evidence of the device's design, manufacturing process, performance, and compliance with
regulatory standards. It is a mandatory submission for regulatory clearance, particularly in regions
governed by directives such as the European Union Medical Device Regulation (MDR) or the U.S.
FDA’s requirements. This file enables regulatory authorities to assess the safety and effectiveness of
the medical device before it is marketed.

The technical file is designed to be a living document, updated as necessary throughout the product
lifecycle to reflect any changes or improvements. It includes a wide range of technical
documentation that collectively demonstrates conformity to essential requirements.

Purpose and Importance

The primary purpose of the medical device technical file is to establish that the device meets all
applicable regulatory requirements. It serves as proof during audits, inspections, and conformity
assessments. Regulatory bodies rely on this file to verify that the device is safe for patient use and
performs as intended. Additionally, it supports post-market surveillance and facilitates traceability in
case of product recalls or safety concerns.



Who Needs the Technical File?

Manufacturers of medical devices, including original equipment manufacturers (OEMs), contract
manufacturers, and authorized representatives, are responsible for compiling and maintaining the
technical file. Distributors and importers may also need access to specific documentation within the
file to ensure compliance in their respective roles.

Key Components of a Medical Device Technical File

The technical file consists of multiple sections that collectively cover all aspects of the medical
device. Each component plays a critical role in demonstrating compliance and should be
meticulously prepared and organized.

Device Description and Specifications

This section provides a detailed description of the medical device, including its intended use,
classification, design features, and specifications. It outlines the device’s materials, components, and
any accessories or software involved.

Risk Management Documentation

Risk management is a vital part of the technical file, including a risk analysis, risk evaluation, and
risk control measures. This documentation follows standards such as ISO 14971 and demonstrates
how risks associated with the device are identified, assessed, and mitigated.

Design and Manufacturing Information

Detailed design documentation includes drawings, schematics, and design verification and validation
results. Manufacturing process descriptions, quality control procedures, and supplier qualifications
are also part of this section, ensuring consistent product quality.

Performance and Safety Data

Clinical evaluation reports, preclinical testing results, and performance testing data provide
evidence of the device’s safety and effectiveness. This may include biocompatibility tests, electrical
safety, and sterilization validation.

Labeling and Instructions for Use

The technical file must contain samples or drafts of product labeling, packaging, and instructions for
use. These documents must comply with regulatory requirements and provide clear guidance to
users.



Post-Market Surveillance Plan

This section outlines the manufacturer’s strategy for monitoring the device after it has been
marketed, including procedures for handling complaints, incidents, and recalls.

Declaration of Conformity

The declaration confirms that the medical device complies with all relevant directives and standards.
It is typically signed by an authorized representative of the manufacturer.

Summary of Key Documents

e Device description and intended use documentation
e Risk management file

» Design validation and verification reports

e Manufacturing process descriptions

e Performance and safety testing data

e Labeling and user instructions

¢ Post-market surveillance plans

e Declaration of conformity

Regulatory Requirements and Standards

Compliance with regulatory frameworks is the foundation of the medical device technical file.
Different regions impose varying requirements that manufacturers must adhere to in order to
market their devices legally.

European Union Medical Device Regulation (MDR)

The EU MDR 2017/745 has stringent requirements for the technical documentation of medical
devices. It mandates detailed technical files that demonstrate conformity with general safety and
performance requirements outlined in Annex I of the regulation. The MDR emphasizes clinical
evaluation, risk management, and post-market surveillance.



U.S. Food and Drug Administration (FDA)

In the United States, the FDA requires technical documentation as part of the premarket notification
(510(k)) or premarket approval (PMA) submissions. The documentation must support claims of
safety and effectiveness and comply with FDA quality system regulations (QSR).

International Standards

Several harmonized standards provide guidance on the content and structure of the technical file,
including:

ISO 13485 - Quality management systems for medical devices

ISO 14971 - Application of risk management to medical devices

IEC 62304 - Medical device software lifecycle processes

ISO 10993 - Biological evaluation of medical devices

Adhering to these standards facilitates regulatory compliance and enhances the credibility of the
technical file.

Best Practices for Preparing and Maintaining the
Technical File

Creating a comprehensive and well-organized medical device technical file requires careful planning
and collaboration among cross-functional teams.

Early Integration of Regulatory Requirements

Incorporating regulatory requirements into the product development process from the outset
ensures that necessary documentation is generated timely and reduces the risk of non-compliance.

Document Control and Version Management

Maintaining strict document control procedures, including version tracking and audit trails, is
critical for ensuring the integrity of the technical file. Electronic document management systems
(EDMS) can facilitate this process.

Cross-Functional Collaboration

Effective communication between regulatory affairs, engineering, quality assurance, and clinical
teams is essential for compiling accurate and complete documentation.



Regular Reviews and Updates

The technical file should be reviewed periodically and updated to reflect any changes in device
design, manufacturing processes, or regulatory requirements. This practice supports ongoing
compliance and readiness for regulatory inspections.

Audit Preparedness

Preparing for regulatory audits involves ensuring that all documentation is accessible, complete, and
consistent. Conducting internal audits can identify gaps and corrective actions before official
inspections.

Checklist for Best Practices

—_

. Integrate regulatory considerations early in product development
2. Implement document control systems

3. Foster collaboration among departments

4. Schedule regular technical file reviews

5. Prepare for audits with mock inspections

Common Challenges and Solutions

Manufacturers often face challenges when preparing or maintaining the medical device technical
file. Understanding these issues and implementing solutions is key to streamlined regulatory
approval.

Incomplete or Inaccurate Documentation

One common challenge is the presence of gaps or errors in documentation. This can delay approvals
and lead to regulatory non-compliance. To address this, thorough internal reviews and cross-
functional checks are necessary.

Keeping Up with Regulatory Changes

Regulations evolve frequently, and staying current can be difficult. Engaging regulatory experts and
subscribing to update services helps manufacturers adapt their technical files accordingly.



Managing Documentation for Complex Devices

Devices with software components or those that are highly customized may require extensive
documentation. Utilizing specialized software tools and expert consultants can aid in managing
complex technical files.

Ensuring Traceability

Traceability from design inputs to final product testing is mandatory. Implementing robust
traceability matrices and linking related documents ensures transparency and compliance.

Solutions Summary

¢ Conduct comprehensive internal audits
e Engage regulatory affairs specialists

e Utilize document management software
e Establish traceability systems

e Provide ongoing training to staff

Frequently Asked Questions

What is a medical device technical file?

A medical device technical file is a comprehensive collection of documents that provides detailed
information about a medical device's design, manufacturing, safety, and performance to demonstrate
compliance with regulatory requirements.

Why is a technical file important for medical devices?

The technical file is essential because it serves as evidence that the medical device meets applicable
regulatory standards and directives, ensuring the device is safe and effective for use.

What documents are typically included in a medical device
technical file?

Typical documents include device description, design and manufacturing information, risk
management files, clinical evaluation reports, labeling, instructions for use, and test reports.



Who is responsible for maintaining the medical device
technical file?

The manufacturer of the medical device is responsible for preparing, maintaining, and updating the
technical file to comply with regulatory requirements.

How does the medical device technical file relate to CE
marking?

The technical file is a key component in the conformity assessment process required for CE marking,
demonstrating that the device complies with the European Medical Device Regulation (MDR) or In
Vitro Diagnostic Regulation (IVDR).

How often should a medical device technical file be updated?

The technical file should be updated regularly, especially when there are changes to the device
design, manufacturing process, or when new clinical data becomes available, to ensure ongoing
compliance with regulations.

Additional Resources

1. Medical Device Technical Files: A Comprehensive Guide

This book offers an in-depth exploration of the components and requirements of medical device
technical files. It covers regulatory frameworks, documentation standards, and best practices for
compiling and maintaining technical files. Ideal for regulatory affairs professionals, it provides
practical tips to ensure compliance and streamline the approval process.

2. Regulatory Compliance for Medical Devices: Technical File Essentials

Focused on the regulatory landscape, this book details the essential elements of medical device
technical files within global regulatory contexts. It explains how to align technical documentation
with standards such as ISO 13485 and the Medical Device Regulation (MDR). The book serves as a
practical manual for manufacturers aiming to meet compliance requirements efficiently.

3. Creating and Managing Technical Documentation for Medical Devices

This title guides readers through the process of creating, organizing, and managing technical
documentation for medical devices. It addresses challenges faced during documentation lifecycle,
including version control and audit readiness. The book is useful for engineers and quality managers
responsible for documentation integrity.

4. Medical Device Design Control and Technical Documentation

Linking design control to technical documentation, this book explains how design inputs, outputs,
verification, and validation relate to the technical file. It highlights the importance of traceability and
risk management in the documentation process. This resource is valuable for product development
teams ensuring compliance from design to market.

5. IS0 13485 and Medical Device Technical Files: Meeting Quality Standards
This book delves into the ISO 13485 standard and its implications for medical device technical files.
It explains how quality management systems integrate with documentation requirements, offering



guidance on audits and inspections. Readers gain insights into maintaining quality compliance
through robust technical files.

6. EU Medical Device Regulation (MDR) and Technical Documentation

Targeting the European market, this book unpacks the MDR'’s technical documentation
requirements for medical devices. It provides detailed explanations on what needs to be included in
the technical file to comply with EU regulations. This book is essential for manufacturers and
regulatory consultants working within Europe.

7. Risk Management and Its Role in Medical Device Technical Files

This book explores the critical role of risk management in the preparation of medical device
technical files. It covers standards like ISO 14971 and how risk assessments and mitigations must be
documented. The text helps professionals integrate risk management seamlessly into their technical
documentation.

8. Audit-Ready Medical Device Technical Files: Best Practices and Strategies

Focusing on audit preparedness, this book offers strategies for maintaining technical files that
withstand regulatory scrutiny. It includes checklists, common pitfalls, and corrective action
recommendations. Quality assurance teams will find it a practical guide to ensuring ongoing
compliance.

9. Technical File Compilation for Innovative Medical Devices

This book addresses the challenges involved in compiling technical files for novel and emerging
medical technologies. It discusses adaptive documentation approaches and regulatory flexibility for
innovative devices. Readers will learn how to effectively document new device features while
meeting regulatory expectations.
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medical device technical file: Handbook of Medical Device Design Richard C. Fries,
2000-09-14 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 quality metrics for the duration of the product
development cycle. Topics include

medical device technical file: Medical Device Regulations Aakash Deep, 2022-01-13 Medical
Device Regulations: A Complete Guide describes a brief review of various regulatory bodies of major
developed and developing countries around the world. The book covers the registration procedures
of medical devices for pharmaceutical regulatory organizations. Sections provide guidance on
dealing with the ethical considerations of medical device development, compliance with patient
confidentiality using information from medical devices, the interoperability between, and among
devices outside of healthcare, and the dynamics of implementation of new devices to ensure patient
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safety. The author brings forth relevant issues, challenges and demonstrates how management can
foster increased clinical and non-clinical relations to enhance patient outcomes and the bottom-line
by demystifying the regulatory impact on operational requirements. Provides clear information on
regulatory pathways for the design and commercialization of Medical Devices in different countries
Explains the difference between standards and mandatory regulations for each region, along with
discussions of regulations from USFDA (USA), CDSCO (India), EMEA (European Union), SFDA
(China) and PMDA (Japan) Compiles regulations for medical devices and pharmaceuticals
worldwide, helping readers create globally compliant products

medical device technical file: Medical Device Design Peter J. Ogrodnik, 2019-10-30 Medical
Device Design: Innovation from Concept to Market, Second Edition 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; this book fills that need. It addresses medical devices' regulatory (FDA and
EU) requirements, shows the essential methodologies medical designers must understand to ensure
their products meet requirements, and brings together proven design protocols, thus enabling
engineers and medical device manufacturers to rapidly bring new products to the marketplace. This
book is unique because it takes the reader through the process of medical device development, from
very early stages of conceptualization, to commercialization on the global market. This rare resource
can be used by both professionals and newcomers to device design. - Provides a reference to
standards and regulations that have been updated, including ISO 13485:2016, FDA regulations and
the European Medical Device Regulation - Includes new case studies in the areas of classifying
medical devices, the design process, quality, labeling, instructions for use, and more - Presents
additional content around software and biocompatibility concerns

medical device technical file: Medical Instrument Design and Development Claudio
Becchetti, Alessandro Neri, 2013-07-29 This book explains all of the stages involved in developing
medical devices; from concept to medical approval including system engineering, bioinstrumentation
design, signal processing, electronics, software and ICT with Cloud and e-Health development.
Medical Instrument Design and Development offers a comprehensive theoretical background with
extensive use of diagrams, graphics and tables (around 400 throughout the book). The book explains
how the theory is translated into industrial medical products using a market-sold Electrocardiograph
disclosed in its design by the Gamma Cardio Soft manufacturer. The sequence of the chapters
reflects the product development lifecycle. Each chapter is focused on a specific University course
and is divided into two sections: theory and implementation. The theory sections explain the main
concepts and principles which remain valid across technological evolutions of medical
instrumentation. The Implementation sections show how the theory is translated into a medical
product. The Electrocardiograph (ECG or EKG) is used as an example as it is a suitable device to
explore to fully understand medical instrumentation since it is sufficiently simple but encompasses
all the main areas involved in developing medical electronic equipment. Key Features: Introduces a
system-level approach to product design Covers topics such as bioinstrumentation, signal
processing, information theory, electronics, software, firmware, telemedicine, e-Health and medical
device certification Explains how to use theory to implement a market product (using ECG as an
example) Examines the design and applications of main medical instruments Details the additional
know-how required for product implementation: business context, system design, project
management, intellectual property rights, product life cycle, etc. Includes an accompanying website
with the design of the certified ECG product (www.gammacardiosoft.it/book) Discloses the details of
a marketed ECG Product (from Gamma Cardio Soft) compliant with the ANSI standard AAMI EC 11
under open licenses (GNU GPL, Creative Common) This book is written for biomedical engineering
courses (upper-level undergraduate and graduate students) and for engineers interested in medical
instrumentation/device design with a comprehensive and interdisciplinary system perspective.

medical device technical file: Handbook of Medical Device Regulatory Affairs in Asia Jack
Wong, Raymond Tong Kaiyu, 2013-03-27 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. 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 technical file: Managing Medical Devices within a Regulatory
Framework Beth Ann Fiedler, 2016-09-10 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

medical device technical file: Technical Specifications for Oxygen Concentrators World
Health Organization, 2016-10-25 The purpose of this guidance document is for the appropriate
selection procurement utilization and maintenance of oxygen concentrators. This document also
focuses on recommendations for the appropriate use and maintenance of oxygen concentrators in an
effort to increase the availability management and quality of oxygen concentrators and ultimately to
improve health outcomes in LRS. This document is intended to serve as a resource for the planning
and provision of local and national oxygen concentrator systems for use by administrators clinicians
and technicians who are interested in improving access to oxygen therapy and reducing global
mortality associated with hypoxaemia.

medical device technical file: Medical Device Approval and Certification System Of East Asia
Gyu Ha Ryu, 2016-12-16 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 [Jglobal 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

medical device technical file: Regulatory Affairs for Biomaterials and Medical Devices
Stephen F. Amato, Robert M. Ezzell Jr, 2014-10-27 All biomaterials and medical devices are subject
to a long list of regulatory practises and policies which must be adhered to in order to receive
clearance. This book provides readers with information on the systems in place in the USA and the
rest of the world. Chapters focus on a series of procedures and policies including topics such as
commercialization, clinical development, general good practise manufacturing and post market
surveillance. - Addresses global regulations and regulatory issues surrounding biomaterials and
medical devices - Especially useful for smaller companies who may not employ a full time vigilance
professional - Focuses on procedures and policies including risk management, intellectual
protection, marketing authorisation, university patent licenses and general good practise
manufacturing

medical device technical file: Medical Regulatory Affairs Jack Wong, Raymond Tong,
2025-04-16 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.
The updated fourth edition includes specific contributions that address the needs of startups.

medical device technical file: Medical Devices and In Vitro Diagnostics Christian
Baumgartner, Johann Harer, Jorg Schrottner, 2023-08-26 This updatable reference work gives a
comprehensive overview of all relevant regulatory information and requirements for manufacturers
and distributors around medical and in-vitro diagnostic devices in Europe. These individual
requirements are presented in a practice-oriented manner, providing the reader with a concrete
guide to implementation with main focus on the EU medical device regulations, such as MDR
2017/745 and IVD-R 2017/746, and the relevant standards, such as the ISO 13485, ISO 14971,
among others. This book offers a good balance of expert knowledge, empirical values and
practice-proven methods. Not only it provides readers with a quick overview about the most
important requirements in the medical device sector, yet it shows concrete and proven ways in
which these requirements can be implemented in practice. It addresses medical manufacturing
companies, professionals in development, production, and quality assurance departments, and
technical and medical students who are preparing themselves for a professional career in the



medical technlogy industries.

medical device technical file: Planning, Writing and Reviewing Medical Device Clinical and
Performance Evaluation Reports (CERs/PERSs) Joy Frestedt, 2024-09-19 A Practical Guide to

Planning, Writing, and Reviewing Medical Device Clinical Evaluation Reports guides readers
through clinical data evaluation of medical devices, in compliance with the EU MDR requirements
and other similar regulatory requirements throughout the world. This book brings together
knowledge learned as the author constructed hundreds of CERs and taught thousands of learners on
how to conduct clinical data evaluations. This book will support training for clinical engineers,
clinical evaluation scientists, and experts reviewing medical device CERs, and will help individual
writers, teams and companies to develop stronger, more robust CERs. - Identifies and explains data
analysis for clinical evaluation of medical devices - Teaches readers how to understand and evaluate
medical device performance and safety in the context of new regulations - Provides analysis of new
clinical evaluation criteria in the context of medical device design as well as in-hospital deployment
and servicing

medical device technical file: Medical Device Rommel Garcia, 2017-06-06 This book is meant
to be a guide to all who want to learn about a highly regulated industry. My approach is to give you,
the reader, an example of a fictitious device, and we will take it from a conceptual idea all the way to
launch and beyond. My intention is to incorporate the best experiences that I and other contributors
have had into this book and convert them into laymans terms for those who are in need. These
experiences can and will be indispensable to beginners and professionals alike who are trying their
hand in the medical device industry and to those who have not been out of their silo to help see how
each of the systems relate to each as a whole. However, it should be noted that the contents of this
book should be taken only as information and is not intended to demonstrate how companies can be
in compliance. In some instances, there are multiple ways to go through the maze of regulations that
are documented and made by agencies because the regulations are pretty much made and designed
to be flexible and high level so that companies can adopt their systems, which are solely designed for
their purposes. Therefore, this book will try to avoid complicated words and complex technical
details of engineering and statistics. This book will strive to be an embodiment of the
honest-to-goodness, everyday experiences and issues that folks experience while working in the
medical device industry.

medical device technical file: A Holter for Parkinson’s Disease Motor Symptoms:
STAT-OnTM Joan Cabestany, Angels Bayés, 2023-12-11 A new information and communication
technology (ICT) has been deployed in the battle against Parkinson’s disease, a neurodegenerative
disorder that is both progressive and disabling with significant impact on quality of life. This book
explains the experience following from the achieved results in the REMPARK project on Parkinson'’s
disease management up to the launch of a new medical product to the European market,
STAT-ONTM. The new medical device, STAT-ONTM is a real Holter for the motor symptoms
associated to PD. It provides objective information about the severity and distribution of PD motor
symptoms and their fluctuations in daily life, allowing for an unbiased and correct monitoring of the
patient. This real-time remote monitoring solution gives additional information to neurologists,
opening up new possibilities for more effective treatment, more accurate control in clinical trials,
and for early detection of motor complications. The number of PD patients is continuously rising,
adding complexity, especially in the management at the level of public health. It is an incurable
disease, with a symptomatic treatment that tries to alleviate the associated symptoms through a
correct adjustment of the medication. For this reason, it is also very important to be aware of
changes in the manifestation of the symptoms, which may indicate the need for an adjustment or
even a change in the therapy strategy. The intensive complementary use of STAT-ONTM by
neurologists, health professionals and researchers, will increase the independence and quality of life
of patients, improving their disease management, and contributing to a deeper understanding of the
nature of the disease. The Open Access version of this book, available at
http://www.taylorfrancis.com, has been made available under a Creative Commons



[Attribution-Non-Commercial (CC-BY-NC)] 4.0 license.

medical device technical file: ISO 9001:2000 Quality Management System Design Jay J.
Schlickman, 2003 Provides a set of design rules for creating a quality management system that will
naturally translate into successful ISO 9001:2000 certification. The book identifies the key
documentation components, and supplies guidelines for outlining and writing the quality manual,
standard operating procedures, work instructions, forms, and records. Two case studies illustrate
the upgrade and recertification of a corporation from ISO 9001:1994 to ISO 9001:2000, and the
creation of a company's first quality management system. The author is an auditor certified by the
ASQ/ANSI registrar accreditation board. Annotation copyrighted by Book News, Inc., Portland, OR

medical device technical file: Scientific and Technical Terms in Bioengineering and
Biological Engineering Megh R. Goyal, 2018-01-03 This immensely valuable book provides a
comprehensive, easy-to-understand, and up-to-date glossary of technical and scientific terms used in
the fields of bioengineering and biotechnology, including terms used in agricultural sciences. The
volume also includes terms for plants, animals, and humans, making it a unique, complete, and
easily accessible reference. Scientific and Technical Terms in Bioengineering and Biological
Engineering opens with an introduction to bioengineering and biotechnology and presents an
informative timeline covering the important developments and events in the fields, dating from 7000
AD to the present, and it even makes predictions for developments up the year 2050. From ab initio
gene prediction to zymogen and from agrobacterium to zoonosis, this volume provides concise
definitions for over 5400 specialized terms peculiar to the fields of bioengineering and
biotechnology, including agricultural sciences. The use of consistent terminology is critical in
presenting clear and meaningful information, and this helpful reference manual will be essential for
graduate and undergraduate students of biomedical engineering, biotechnology, nanotechnology,
nursing, and medicine and health sciences as well as for professionals who work with medicine and
health sciences.

medical device technical file: Nonfusion Technologies in Spine Surgery Marek Szpalski, 2007
Written by an international group of expert spine surgeons, this volume thoroughly examines new
nonfusion technologies for treating spinal degenerative conditions while preserving motion. Major
sections describe various surgical techniques and devices for nucleus pulposus replacement and
total lumbar and cervical disc arthroplasty, as well as other stabilization techniques. Coverage
includes indications and contraindications, surgical approaches, and the latest clinical trial results.
Several chapters discuss nonsurgical and minimally invasive treatments, including gene therapy,
nucleus pulposus regeneration, and IDET. Other chapters address economic and ethical issues,
including use of registries, medical device regulation, and outcome and cost of lumbar disc
replacement versus lumbar fusion.

medical device technical file: The Biomedical Quality Auditor Handbook, Third Edition
Heather Crawford, 2017-09-08 The Biomedical Quality Auditor Handbook was developed by the ASQ
Biomedical Division in support of its mission to promote the awareness and use of quality principles,
concepts, and technologies in the biomedical community. This third edition correlates to the 2013
exam Body of Knowledge (BoK) and reference list for ASQ[Js Certified Biomedical Auditor program.
It includes updates and corrections to errors and omissions in the second edition. Most notably it has
been re-organized to align more closely with the BoK.

medical device technical file: International Pharmaceutical Product Registration Anthony C.
Cartwright, Brian R. Matthews, 2016-04-19 Discover the latest ICH news from international experts
in the pharmaceutical industry, academia, and regulatory bodies.The recent International
Conference on Harmonisation (ICH) revisions of regulatory requirements for quality, nonclinical,
and clinical pharmaceutical product registration are the focus of this timely update.This
cutting-edge resou

medical device technical file: Comprehensive Brachytherapy Peter J. Hoskin, Dimos Baltas,
Ali S. Meigooni, 2012-11-08 Modern brachytherapy is one of the most important oncological
treatment modalities requiring an integrated approach that utilizes new technologies, advanced



clinical imaging facilities, and a thorough understanding of the radiobiological effects on different
tissues, the principles of physics, dosimetry techniques and protocols, and clinical expertise. A
complete overview of the field, Comprehensive Brachytherapy: Physical and Clinical Aspects is a
landmark publication, presenting a detailed account of the underlying physics, design, and
implementation of the techniques, along with practical guidance for practitioners. Bridging the gap
between research and application, this single source brings together the technological basis,
radiation dosimetry, quality assurance, and fundamentals of brachytherapy. In addition, it presents
discussion of the most recent clinical practice in brachytherapy including prostate, gynecology,
breast, and other clinical treatment sites. Along with exploring new clinical protocols, it discusses
major advances in imaging, robotics, dosimetry, Monte Carlo-based dose calculation, and
optimization.
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