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This Standard specifies the requirements for the subcutaneous infusion set for use with insulin pump that consists of interface, piping, piercing assembly. This product is a single
use sterile product. This Standard does not include the requirements for insulin-filled devices (e.g., drug reservoirs, pre-filled cassette bottles) in insulin pumps.
This book summarizes various approaches for the automatic detection of health threats to older patients at home living alone. The text begins by briefly describing those who
would most benefit from healthcare supervision. The book then summarizes possible scenarios for monitoring an older patient at home, deriving the common functional
requirements for monitoring technology. Next, the work identifies the state of the art of technological monitoring approaches that are practically applicable to geriatric patients. A
survey is presented on a range of such interdisciplinary fields as smart homes, telemonitoring, ambient intelligence, ambient assisted living, gerontechnology, and aging-in-place
technology. The book discusses relevant experimental studies, highlighting the application of sensor fusion, signal processing and machine learning techniques. Finally, the text
discusses future challenges, offering a number of suggestions for further research directions.
BS EN ISO 15223-1. Medical Devices. Symbols to be Used with Medical Device Labels, Labelling and Information to be SuppliedPart 1. General requirementsMedical
DevicesSymbols to be Used with Medical Device Labels, Labelling and Information to be Supplied. General requirements (ISO 15223-1:2007, AMD. 1:2007, IDT)DIN EN ISO
15223-1/A1, Medizinprodukte - Bei Aufschriften von Medizinprodukten zu verwendende Symbole, Kennzeichnung und zu liefernde Informationen. Teil 1, Allgemeine
Anforderungen (ISO 15223-1:2016)Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied. Part 1, General requirements (ISO
15223-1:2016)DIN EN ISO 15223-1, Medizinprodukte - bei Aufschriften von Medizinprodukten zu verwendende Symbole, Kennzeichnungen und zu liefernde Informationen. Teil
1, Allgemeine Anforderungen (ISO/DIS 15223-1:2020)Medical devices - symbols to be used with medical device labels, labelling and information to be supplied. Part 1, General
requirements (ISO/DIS 15223-1:2020)The ASQ Certified Medical Device Auditor Handbook, Fourth EditionQuality Press
The biotechnology/biopharmaceutical sector has tremendously grown which led to the invention of engineered antibodies such as Antibody Drug Conjugates (ADCs), Bispecific Tcell engager (BITES), Dual Variable Domain (DVD) antibodies, and fusion proteins that are currently being used as therapeutic agents for immunology, oncology and other
disease conditions. Regulatory agencies have raised the bar for the development and manufacture of antibody-based products, expecting to see the use of Quality by Design
(QbD) elements demonstrating an in-depth understanding of product and process based on sound science. Drug delivery systems have become an increasingly important part of
the therapy and most biopharmaceuticals for self-administration are being marketed as combination products. A survey of the market indicates that there is a strong need for a
new book that will provide “one stop shopping” for the latest information and knowledge of the scientific and engineering advances made over the last few years in the area of
biopharmaceutical product development. The new book entitled Development of Biopharmaceutical Drug Device Products is a reference text for scientists and engineers in the
biopharmaceutical industry, academia or regulatory agencies. With insightful chapters from experts in the field, this new book reviews first principles, covers recent technological
advancements and provides case studies and regulatory strategies relating to the development and manufacture of antibody-based products. It covers topics such as the
importance of early preformulation studies during drug discovery to influence molecular selection for development, formulation strategies for new modalities, and the analytical
techniques used to characterize them. It also addresses important considerations for later stage development such as the development of robust formulations and processes,
including process engineering and modeling of manufacturing unit operations, the design of analytical comparability studies, and characterization of primary containers (pre-filled
syringes and vials).Finally, the latter half of the book reviews key considerations to ensure the development and approval of a patient-centered delivery system design. This
involves the evolving regulatory framework with perspectives from both the US and EU industry experts, the role of international standards, design control/risk management,
human factors and its importance in the product development and regulatory approval process, as well as review of the risk-based approach to bridging between devices used in
clinical trials and the to-be-marketed device. Finally, case studies are provided throughout.The typical readership would have biology and/or engineering degrees and would
include researchers, scientific leaders, industry specialists and technology developers working in the biopharmaceutical field.
Der Praxis-Band "Usability Engineering als Erfolgsfaktor" erläutert konkret, welche Informationen im Rahmen der Anforderungen der DIN EN 62366-1 und der FDA für ein
Medizinprodukt dokumentiert werden müssen und in welcher Form das am besten geschieht (Verzahnung von Regulatory Affairs und Usability-Engineering). Die zweite Auflage
basiert auf der aktuellen Ausgabe der Norm zur Gebrauchstauglichkeit von Medizinprodukten DIN EN 62366-1:2017-07 einschl. des Amendements. Sie berücksichtigt neben den
Anforderungen der neuen EU-Medizinprodukteverordnung MDR auch Aspekte des Risikomanagements (DIN EN ISO 14971) und der Ergonomie (DIN EN ISO 9241-11).
Für Medizinprodukte gilt ab dem 26. Mai 2021 mit der Verordnung (EU) 2017/745 (Medical Devices Regulation – MDR) ein neuer europäischer Rechtsrahmen. Gegenüber dem
bereits hohen Schutzniveau des bisherigen Richtlinienrechts soll die MDR verbesserte Standards für die Qualität und Sicherheit von Medizinprodukten setzen und zugleich einen
reibungslos funktionierenden Binnenmarkt sicherstellen. Ein wichtiger Teil dieser neuen Regulierungsvorschriften ist das Konzept der Wirtschaftsakteure, das deutlich klarer als
bisher die Rollen und Verantwortlichkeiten bei der Vermarktung von Medizinprodukten definieren soll. Hersteller sowie Inverkehrbringer von Systemen und
Behandlungseinheiten, Bevollmächtigte, Importeure und Händler müssen umfangreiche Pflichtenkataloge einhalten. Nicht zuletzt sind damit auch erhöhte Anforderungen an die
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vertragliche Zusammenarbeit in der Lieferkette und größere Haftungsrisiken für die einzelnen Wirtschaftsakteure verbunden. Dieser Beuth Recht Titel soll einen fundierten
Überblick über die neuen Anforderungen aus Sicht der Wirtschaftsakteure bieten und, angesichts der noch zahlreichen Auslegungsfragen, praktische Hinweise für die
Umsetzung der MDR geben. Dabei werden stets auch die ergänzenden Vorschriften des Medizinprodukterecht-Durchführungsgesetzes (MPDG), dessen wesentliche Teile in
Deutschland mit Geltungsbeginn der MDR in Kraft treten, berücksichtigt.
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.
Healthcare and well-being have captured the attention of established software companies, start-ups, and investors. Software is starting to play a central role for addressing the problems of the aging society
and the escalating cost of healthcare services. Enablers of such digital health are a growing number of sensors for sensing the human body and communication infrastructure for remote meetings, data
sharing, and messaging. The challenge that lies in front of us is how to effectively make use of these capabilities, for example to empower patients and to free the scarce resources of medical personnel.
Requirements engineering is the process by which the capabilities of a software product are aligned with stakeholder needs and a shared understanding between the stakeholders and development team
established. This book provides guide for what to look for and do when inquiring and specifying software that targets healthcare and well-being, helping readers avoid the pitfalls of the highly regulated and
sensible healthcare domain are and how they can be overcome. This book brings together the knowledge of 22 researchers, engineers, lawyers, and CEOs that have experience in the development of digital
health solutions. It represents a unique line-up of best practices and recommendations of how to engineer requirements for digital health. In particular the book presents: · The area of digital health, e-health,
and m-health · Best practice for requirements engineering based on evidence from a large number of projects · Practical step-by-step guidelines, examples, and lessons-learned for working with laws,
regulations, ethical issues, interoperability, user experience, security, and privacy · How to put these many concerns together for engineering the requirements of a digital health solution and for scaling a
digital health product For anybody who intends to develop software for digital health, this book is an introduction and reference with a wealth of actionable insights. For students interested in understanding
how to apply software to healthcare, the text introduces key topics and guides further studies with references to important literature.
This standard specifies the shape, dimensions and tolerances, technical requirements, test methods, inspection rules, packaging, marking, storage, transportation and quality certificates of ultra high-power
graphite electrodes. This standard is applicable to ultra high-power graphite electrodes made of needle coke and coal tar pitch as main raw materials, formed by molding, burning, impregnation, graphitization
and mechanical processing, and used as the conductive materials for electric furnace.
This Standard specifies the requirements and test methods for medical compression hosiery for varices (including custom made hosiery) that are knitted of natural or synthetic fibers and synthetic elastic
fibers. This Standard applies to compression hosiery as medical device for leg veins and / or lymphatic disease.
The five-volume set LNCS 8004--8008 constitutes the refereed proceedings of the 15th International Conference on Human-Computer Interaction, HCII 2013, held in Las Vegas, NV, USA in July 2013. The
total of 1666 papers and 303 posters presented at the HCII 2013 conferences was carefully reviewed and selected from 5210 submissions. These papers address the latest research and development efforts
and highlight the human aspects of design and use of computing systems. The papers accepted for presentation thoroughly cover the entire field of human-computer interaction, addressing major advances in
knowledge and effective use of computers in a variety of application areas. This volume contains papers in the thematic area of human-computer interaction, addressing the following major topics: HCI and
human centred design; evaluation methods and techniques; user interface design and development methods and environments; aesthetics and kansei in HCI.
?The last decades have seen remarkable advances in computer?aided design, engineering and manufacturing technologies, multi?variable simulation tools, medical imaging, biomimetic design, rapid
prototyping, micro and nanomanufacturing methods and information management resources, all of which provide new horizons for the Biomedical Engineering fields and the Medical Device Industry.
Advanced Design and Manufacturing Technologies for Biomedical Devices covers such topics in depth, with an applied perspective and providing several case studies that help to analyze and understand the
key factors of the different stages linked to the development of a novel biomedical device, from the conceptual and design steps, to the prototyping and industrialization phases. Main research challenges and
future potentials are also discussed, taking into account relevant social demands and a growing market already exceeding billions of dollars. In time, advanced biomedical devices will decisively change
methods and results in the medical world, dramatically improving diagnoses and therapies for all kinds of pathologies. But if these biodevices are to fulfill present expectations, today’s engineers need a
thorough grounding in related simulation, design and manufacturing technologies, and collaboration between experts of different areas has to be promoted, as is also analyzed within this handbook.
This dossier aims to provide a basic understanding of the physiological conditions that require intervention with defibrillation systems as well as technical information on these systems to provide a foundation
for future research and reading. In addition, this dossier also highlights the market figures and Export-Import (EXIM) information.
This Standard specifies the basic requirements and appropriate test methods for non electrically driven portable infusion devices. It is applicable to sustainable infusion device (fixed or adjustable) and (or)
automatic bolus infusion device.

Perioperative Nursing, An Introduction 3rd edition provides a solid foundation for both undergraduate and post-graduate students, and novice perioperative nurses embarking on
their career. Presented in two sections: Professional Practice and Clinical Practice, the text provides an overview of the key concepts, challenges and scope of practice across a
range of perioperative environments including: anaesthetics, intraoperative and postanaesthetic recovery care, day surgery and evolving perioperative practices outside of
hospital settings. New patient scenarios woven through the text provide the context for the reader to engage in reflective thinking on the patient journey and place the novice
practitioner ‘into the workplace’ to exemplify practice points, rationales and clinical decision making. Underpinned with the most recent evidence-based practice, research,
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standards and guidelines, this highly respected text continues to be an indispensable resource for perioperative nurses. Local and international contributors provide wide and
diverse expertise on contemporary perioperative practice, research, and standards. Learning objectives, critical thinking exercises and research boxes connect nursing theory to
nursing practice Key concepts and scope of practice across a range of perioperative environments Full colour illustrations An eBook included in all print purchases Additional
resources on Evolve eBook on VitalSource Instructor resources: Answer guide for case studies Answer guide for critical thinking exercises Image collection Self-assessment
questions and answers Student and Instructor resources: Case studies Critical thinking exercises Further readings Glossary Weblinks Aligned to the 2020 ACORN Standards
Engaging patient scenarios woven through the text, include patient histories and indications for surgery Information on managing surgery during pandemics, including COVID 19
Details of the extended roles available in perioperative practice
This Part of YY/T 0616 specifies the requirements for the biological safety evaluation of medical gloves for single use, and gives the requirements for the labeling and disclosure
of information for the test methods used. This Part applies to the biological safety evaluation of medical gloves for single use.
This Standard specifies the requirements, test methods, marks, labels and instructions, packaging, transportation, and storage of automatic luminescence immunoassay
analyzer. This Standard applies to automatic luminescence immunoassay analyzer. The Analyzer uses luminescent system and immunological analyzing method to set and
qualitatively detect human blood serum, plasma or other body fluids in a variety of analytes, including luminescent immunoassay analyzers based on principle of
chemiluminescence, electrochemical luminescence, fluorescence, etc.
The ASQ Certified Medical Device Auditor Handbook (formerly The Biomedical Quality Auditor Handbook) was developed by the ASQ Medical Device Division (formerly
Biomedical Division) in support of its mission to promote the awareness and use of quality principles, concepts, and technologies in the medical device community. It principally
serves as a resource to candidates preparing for the Certified Medical Device Auditor (CMDA) certification exam. The fourth edition of this handbook has been reorganized to
align with the 2020 certification exam Body of Knowledge (BoK) and reference list. The combination of this handbook with other reference materials can provide a well-rounded
background in medical device auditing. Updates to this edition include: • A discussion of data privacy, data integrity principles, and the Medical Device Single Audit Program
(MDSAP) • Current information about federal and international regulations • New content regarding human factors and usability engineering, general safety and performance
requirements, labeling, validation, risk management, and cybersecurity considerations • A thorough explanation of quality tools and techniques
This Standard specifies the technical requirements for haemodialysers, haemodiafilters, haemofilters and haemoconcenrators used for human body; the instruments involved in
this document indicate the above-mentioned products.
This Standard specifies the requirements, test methods, label and use instructions, package, transportation and storage of a-L-fucosidase (AFU) assay kit. This Standard is
applicable to reagent (kit) performing quantitative detection by CNPF (2-chloro-4-nitrophenyl-L-fucoylpyranoside) substrate method against the a-L-fucosidase in human serum or
plasma; including the reagents used on the manual and semi-automatic, fully automated biochemical analyzers.
Informieren Sie sich über die für Sie als Arzt rechtlich relevanten Themen! Abgedeckt ist die ganze Bandbreite dessen, was für Sie in Klinik oder Praxis wichtig ist, wie z.B.
Leitlinien und Standard Operating Procedure (SOP), Diagnose- oder Behandlungsfehler, Patientenaufklärung, Delegation etc. Darüber hinaus geht es in dem Buch auch um
Dokumentationspflicht, Abrechnung sowie die rechtlichen Rahmenbedingungen eines medinischen Gutachtens. Dabei spielen auch Fragen wie Bewertung von
Erwerbsminderung, Berufskrankheiten, Arzthaftung oder Schuldfähigkeit eine Rolle.
This Part of YY 0585.4 applies to sterile check valves for gravity feed infusion sets and/or pressure feed infusion sets for single use.
This Part of YY 0585 applies to sterilized fluid lines for single use for use with pressure infusion equipment up to a maximum of 200 kPa.
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, engineering, and medical
regulatory affairs.
The WHO technical specifications for neonatal resuscitation devices were developed based on existing international standards, evidence-based publications from reliable sources and field
expert experience. For equipment without prior technical specifications, recommendations were made based on a literature research, depending on quality and significance of evidence. The
purpose of WHO Technical Specifications of Neonatal Resuscitation Devices is to provide a minimum standard baseline to meet the increasing demand to procure good quality, affordable,
accessible and appropriate neonatal resuscitation devices. The specifications are intended to support policy-makers, managers, procurement officers, manufacturers, regulators and
nongovernmental agencies, especially in low- and middle-income countries to select, procure, use, reprocess and decommission appropriate neonatal resuscitation equipment. The end goal is
to save the children, particularly in low-resource settings.
This Part of YY 0671 is a special standard based on GB 9706.1-2007 Medical electrical equipment - Part 1: General requirements for safety. GB 9706.1-2007 is referred to herein as a general
standard. A general standard is the basic standard for the safety of medical electrical equipment used or monitored by qualified personnel in general medical and patient environments. It also
includes some requirements for reliable operation to ensure safety.
The Kenya Gazette is an official publication of the government of the Republic of Kenya. It contains notices of new legislation, notices required to be published by law or policy as well as other
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announcements that are published for general public information. It is published every week, usually on Friday, with occasional releases of special or supplementary editions within the week.
This Standard specifies the requirements for the gravity feed infusion sets for single use, so as to ensure their compatibility with containers for infusion solutions and intravenous equipment.
This Standard specifies the scope, terms and definitions, requirements, test methods, inspection rules, marking, labelling and packaging of liquid nitrogen cryosurgical equipment. This
Standard is applicable to cryosurgical treatment equipment which uses liquid nitrogen as the refrigerant and utilizes the latent heat of vaporization phase change for refrigeration, and with the
capacity of liquid nitrogen storage greater than 1 L. The cryosurgical equipment mainly generates low temperature to the target tissue, which is used for cryo-necrosis, cryoblock, inflammatory
reaction and cryo-adhesion.
This Standard specifies the requirements, test methods, label and use instructions, package, transportation and storage of bicarbonate assay kit. This Standard is applicable to the reagent kit
performing quantitative detection (hereinafter referred to as kit) against the carbon dioxide in the human serum or plasma by phosphoenolpyruvate carboxylase (PEPC) enzymatic method,
including the reagent used by manual, semi-automatic, fully automatic biochemistry analyzer.
Are you fit for the new rules in Europe? The new EU regulations on medical devices and in vitro diagnostic medical devices (IVDs) are changing the rules of the game in this important area of
health care. It is now necessary to adapt quickly to the new and more demanding rules on market access in Europe. This requires a thorough knowledge of the new rules for all those
responsible and employed in the sector. A sound knowledge of the new EU regulations is also indispensable for the education, training and further education of students, and for staff in
research and development, in regulatory affairs and quality management. For all those who are active and responsible in the field of medical technology, biomedical and clinical engineering, ehealth and related fields. The new 3rd edition gives the latest stage of regulatory corrigenda, amendments and EU-target dates and reflects the latest Guidance documents of EU on this. Don't
be late: those that fail to prepare - prepare to fail! 336 pages; 38 Fig., 23 Tab.
This part of YY/T 0573 specifies the terms and definitions, naming and classification, physical requirements, chemical requirements, biological requirements, packaging, markings, etc. of
sterile hypodermic syringes for single use (hereinafter referred to as syringes) with re-use prevention features.
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