medical device project management

medical device project management is a specialized discipline focused on
overseeing the development, production, and launch of medical devices. It
integrates principles of project management with the unique regulatory,
technological, and clinical requirements inherent to the medical device
industry. Effective medical device project management ensures that projects
meet stringent compliance standards, adhere to timelines, control costs, and
ultimately deliver safe and effective healthcare products. This article
explores the critical components of managing medical device projects,
including regulatory considerations, risk management, team coordination, and
quality assurance. It also discusses the tools and methodologies that
optimize project success in this highly regulated environment. By
understanding these elements, organizations can improve their product
development cycles and enhance market competitiveness. The following sections
provide a comprehensive overview of the essential aspects of medical device
project management.

Key Principles of Medical Device Project Management

Regulatory Compliance and Standards

Risk Management in Medical Device Projects

Project Planning and Scheduling

Team Coordination and Stakeholder Management
e Quality Assurance and Control

e Tools and Methodologies for Effective Project Management

Key Principles of Medical Device Project
Management

Medical device project management is grounded in foundational project
management principles adapted to the unique context of medical technology
development. It involves defining clear objectives, managing scope,
allocating resources efficiently, and maintaining rigorous documentation. A
successful project manager in this field must balance innovation with
compliance, ensuring that device development progresses without compromising
patient safety or regulatory requirements. Emphasizing communication,
transparency, and continuous monitoring helps mitigate risks and keeps
projects aligned with strategic goals.



Scope and Objectives Definition

Establishing a well-defined project scope and clear objectives is essential
for medical device projects. This includes identifying the target device
functionality, performance criteria, and regulatory pathways. Defining scope
early prevents scope creep, which can introduce delays and increase costs.
Objectives should be measurable, achievable, and aligned with both market
needs and compliance mandates.

Resource Management

Efficient allocation and management of resources such as personnel, budget,
and technology are critical. Medical device projects often require
multidisciplinary teams including engineers, clinicians, regulatory experts,
and quality assurance professionals. Balancing these resources effectively
contributes to timely project completion and adherence to quality standards.

Regulatory Compliance and Standards

Compliance with international and regional regulatory frameworks is a
cornerstone of medical device project management. Regulations such as the
FDA’'s 21 CFR Part 820, ISO 13485, and the EU Medical Device Regulation (MDR)
govern design, manufacturing, testing, and post-market surveillance.
Understanding and integrating these requirements into project workflows is
essential to avoid costly delays or rejections during product approval
processes.

Understanding Regulatory Pathways

Each medical device may follow a different regulatory pathway depending on
its classification and intended use. Project managers must be knowledgeable
about premarket notification (510(k)), premarket approval (PMA), or CE
marking procedures. Early engagement with regulatory bodies can facilitate
smoother approval processes.

Documentation and Reporting

Comprehensive documentation is mandatory for demonstrating compliance. This
includes design history files, risk management reports, verification and
validation records, and clinical evaluation reports. Maintaining accurate and
up-to-date documentation throughout the project lifecycle facilitates audits
and regulatory submissions.



Risk Management in Medical Device Projects

Risk management is integral to medical device project management, ensuring
patient safety and product effectiveness. IS0 14971 outlines the standard for
risk management in medical devices, guiding teams to identify, evaluate,
control, and monitor risks throughout the product lifecycle. Proactive risk
management reduces the likelihood of device failures and regulatory non-
compliance.

Risk Identification and Analysis

Early identification of potential hazards related to device design,
materials, and usage scenarios is crucial. Techniques such as Failure Modes
and Effects Analysis (FMEA) and Fault Tree Analysis (FTA) are commonly
employed to systematically analyze risks and prioritize mitigation
strategies.

Risk Control and Mitigation

Once risks are identified, project teams implement controls to reduce or
eliminate them. This may include design modifications, protective measures,
or enhanced testing protocols. Risk control measures must be verified for
effectiveness and documented thoroughly.

Project Planning and Scheduling

Detailed project planning and scheduling lay the foundation for successful
medical device development. Establishing timelines, milestones, and
deliverables enables teams to track progress and adjust as necessary.
Integration of regulatory submission deadlines and clinical trial schedules
is essential for aligning project phases.

Work Breakdown Structure (WBS)

Creating a Work Breakdown Structure helps decompose the project into
manageable tasks and sub-tasks. This approach clarifies responsibilities and
facilitates resource allocation, ensuring that each aspect of device
development is accounted for.

Timeline and Milestone Management

Setting realistic timelines and key milestones promotes accountability and
transparency. Regular milestone reviews help identify potential bottlenecks
early, allowing for corrective actions to keep the project on schedule.



Team Coordination and Stakeholder Management

Medical device project management requires effective coordination among
diverse teams and stakeholders. Clear communication channels and defined
roles contribute to collaborative problem-solving and decision-making.
Managing expectations and fostering stakeholder engagement are vital for
project success.

Cross-Functional Team Collaboration

Medical device projects typically involve engineers, clinicians, regulatory
specialists, marketing, and manufacturing personnel. Facilitating
collaboration across these functions ensures alignment and accelerates issue
resolution.

Stakeholder Communication

Regular updates and transparent reporting to stakeholders—including
executives, regulatory authorities, and customers—build trust and support.
Structured communication plans help manage feedback and incorporate
stakeholder input effectively.

Quality Assurance and Control

Quality assurance (QA) and quality control (QC) ensure that medical devices
meet predefined standards and specifications. QA focuses on process adherence
and prevention of defects, while QC involves testing and inspection of the
final product. Both are critical to regulatory compliance and patient safety.

Implementation of Quality Management Systems

Adopting a robust Quality Management System (QMS) aligned with ISO 13485
requirements supports consistent quality throughout the project lifecycle. A
well-implemented QMS facilitates continuous improvement and audit readiness.

Verification and Validation Processes

Verification confirms that design outputs meet input requirements, whereas
validation ensures the device fulfills its intended use in real-world
conditions. Comprehensive verification and validation plans are essential
components of medical device project management.



Tools and Methodologies for Effective Project
Management

Utilizing appropriate tools and methodologies enhances efficiency and control
in medical device projects. Traditional project management techniques combine
with specialized software and regulatory databases to streamline workflows
and documentation.

Project Management Software

Software platforms tailored to medical device projects provide features such
as task tracking, document control, and compliance management. Examples
include tools that support Gantt charts, resource allocation, and risk
assessment integration.

Agile and Waterfall Methodologies

While waterfall methodology is common due to its structured phases fitting
regulatory requirements, agile approaches are increasingly adopted to enhance
flexibility and responsiveness during development. Hybrid models may also be
employed depending on project complexity.

Continuous Improvement Practices

Incorporating continuous improvement frameworks such as PDCA (Plan-Do-Check-
Act) ensures ongoing refinement of processes and product quality. These
practices are essential to maintain competitiveness and regulatory compliance
in a dynamic industry.

Define clear scope and objectives early to prevent scope creep.

Ensure thorough understanding and adherence to regulatory requirements.

Implement systematic risk management using recognized standards.

Develop detailed project plans with realistic timelines and milestones.

Facilitate effective communication among cross-functional teams and
stakeholders.

Adopt a robust Quality Management System for consistent compliance.

Leverage appropriate project management tools and methodologies.



Frequently Asked Questions

What are the key phases of medical device project
management?

The key phases include concept and feasibility, design and development,
verification and validation, regulatory approval, manufacturing, and post-
market surveillance.

How does regulatory compliance impact medical device
project management?

Regulatory compliance is critical and influences project timelines,
documentation, risk management, and testing to ensure the device meets
standards set by bodies like the FDA or EU MDR.

What project management methodologies are commonly
used in medical device development?

Agile, Waterfall, and Stage-Gate are commonly used methodologies, with Agile
gaining popularity for its flexibility in iterative design and development
cycles.

How important is risk management in medical device
project management?

Risk management is essential to identify, evaluate, and mitigate potential
hazards throughout the project lifecycle to ensure patient safety and
regulatory compliance.

What role does cross-functional collaboration play
in medical device projects?

Cross-functional collaboration among engineers, regulatory experts, quality
assurance, and marketing ensures comprehensive development, compliance, and
successful product launch.

How can project managers handle changes in
regulatory requirements during a medical device
project?

Project managers should establish a change management process that includes
monitoring regulatory updates, impact analysis, documentation updates, and
communication with stakeholders.



What tools are effective for managing medical device
projects?

Tools like Gantt charts, risk management software, document control systems,
and project management platforms like Jira or MS Project are effective for
tracking progress and compliance.

How does time-to-market affect medical device
project management?

Time-to-market is crucial as delays can increase costs and reduce competitive
advantage; effective planning, risk mitigation, and streamlined regulatory
processes help accelerate launch.

What are common challenges faced in medical device
project management?

Common challenges include navigating complex regulatory environments,
managing cross-functional teams, ensuring thorough documentation, and
balancing cost, quality, and timeline constraints.

Additional Resources

1. Medical Device Project Management: A Comprehensive Guide

This book offers an in-depth overview of the project management principles
specifically tailored for the medical device industry. It covers regulatory
requirements, risk management, and quality assurance while emphasizing the
importance of cross-functional team collaboration. Readers will find
practical tools and templates to streamline project workflows from concept to
market launch.

2. Regulatory Affairs and Project Management for Medical Devices

Focusing on the intersection between regulatory compliance and project
management, this book guides professionals through complex FDA and
international standards. It highlights how to integrate regulatory strategy
into project timelines to avoid costly delays. The text also includes case
studies demonstrating successful navigation of regulatory challenges.

3. Risk Management in Medical Device Development Projects

This title addresses the critical role of risk management within medical
device projects, exploring methods to identify, assess, and mitigate risks
throughout the product lifecycle. It provides frameworks aligned with ISO
14971 and illustrates how risk management affects project decision-making.
The book is essential for project managers aiming to ensure safety and
compliance.

4. Agile Practices for Medical Device Project Management
Introducing agile methodologies adapted for the medical device sector, this



book details how iterative development and flexible project planning can
accelerate innovation. It discusses balancing agile with regulatory
constraints and quality requirements. Readers learn how to implement Scrum
and Kanban in a highly regulated environment.

5. Quality Management Systems in Medical Device Projects

This book covers the implementation of quality management systems (QMS)
within the scope of medical device projects. It explains ISO 13485 standards
and how to align project activities with QMS requirements. The author also
explores audit preparation and continuous improvement strategies to maintain
compliance.

6. Project Leadership in Medical Device Development

Focusing on leadership skills, this book helps project managers develop
effective communication, team motivation, and conflict resolution abilities.
It underscores the importance of leadership in navigating the complexities of
medical device projects, including multidisciplinary teams and changing
regulations. Practical advice and leadership models are provided to enhance
project outcomes.

7. Time and Cost Management for Medical Device Projects

This title provides strategies for accurate project scheduling and budgeting
within the medical device development lifecycle. It explores resource
allocation, cost estimation, and techniques for managing scope changes. The
book includes templates and software recommendations to help project managers
control timelines and expenses efficiently.

8. Medical Device Design Control and Project Management

This book integrates design control requirements with project management best
practices, ensuring that design outputs meet regulatory standards. It details
how to plan and document design verification and validation activities as
part of the project plan. The author emphasizes traceability and
documentation to facilitate successful product submissions.

9. Global Considerations in Medical Device Project Management

Addressing the challenges of managing projects across multiple countries,
this book explores international regulations, cultural differences, and
global supply chain management. It provides guidance on coordinating
distributed teams and managing communication barriers. The text is valuable
for project managers working in multinational medical device companies.
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medical device project management: Pharmaceutical and Biomedical Project Management in
a Changing Global Environment Scott D. Babler, 2011-01-06 Pharmaceutical and Biomedical

Portfolio Management in a Changing Global Environment explores some of the critical forces at
work today in the complex endeavour of pharmaceutical and medical product development. Written
by experienced professionals, and including real-world approaches and best practice examples, this
new title addresses three key areas - small molecules, large molecules, and medical devices - and
provides hard-to-find, consolidated information relevant to and needed by pharmaceutical, biotech,
and medical device company managers.

medical device project management: Project Management for Healthcare David Shirley,
2016-04-19 As a growing number of healthcare organizations implement project management
principles to improve cost and service efficiencies, they are in desperate need of resources that
illustrate the project management needs of today's healthcare professional. Project Management for
Healthcare fills this need. Using easy-to-follow language, it expl

medical device project management: Production Management and Process Control Beata
Mrugalska, 2022-07-24 Production Management and Process Control Proceedings of the 13th
International Conference on Applied Human Factors and Ergonomics (AHFE 2022), July 24-28,
2022, New York, USA

medical device project management: The Project Manager's Guide to Health
Information Technology Implementation Susan M. Houston, 2017-08-14 This book focuses on
providing information on project management specific for software implementations within the
healthcare industry. It can be used as a beginners’ guide as well as a reference for current project
managers who might be new to software implementations. Utilizing the Project Management
Institute’s (PMI) methodology, the defined process groups and knowledge areas will be defined
related to implementing custom and Commercial Off The Shelf (COTS) software. The Software
Development Life Cycle (SDLC) is a standard for developing custom software, but can also be
followed for implementing COTS applications as well. How will the system be set-up from an
architecture and hardware standpoint? What environments will be needed and why? How are
changes managed throughout the project and after? These questions and more will be reviewed. The
differences between types of testing are defined as well as when each are utilized. Planning for the
activation and measuring the success of the project and how well the strategic need has been met
are key activities that are often not given the time and effort to plan as the other parts of the
implementation project. This new edition updates the current content to better align with the newest
version of the PMI’s Project Management Body of Knowledge (PMBOK), the latest technology and
concepts. In addition, this new edition includes additional chapters covering security and privacy,
contract management and system selection and transition to support.

medical device project management: Medical Equipment Management Keith Willson, Keith
Ison, Slavik Tabakov, 2013-12-07 Know What to Expect When Managing Medical Equipment and
Healthcare Technology in Your OrganizationAs medical technology in clinical care becomes more
complex, clinical professionals and support staff must know how to keep patients safe and
equipment working in the clinical environment. Accessible to all healthcare professionals and
managers, Medica

medical device project management: Managing Healthcare Projects Using DSDM and
Agile Project Management Oswin Kakumanu, 2024-12-23 Managing Healthcare Projects Using
DSDM and Agile Project Management: A Comprehensive Guide for Professionals provides a
comprehensive guide to implementing agile project management (Agile PM) in healthcare. Dynamic
systems development method (DSDM) is an agile project delivery framework initially used as a
software development method and was originally sought to provide some discipline to the rapid
application development method. Agile PM is a method that emphasises flexibility, cooperation, and
iterative development, which can be especially useful in healthcare where rapid adaptability to
changing circumstances is required. Traditional project management methodologies may not always



be appropriate in the healthcare industry due to unique obstacles and constraints. This book
addresses these issues and offers practical advice on how to use agile ideas and practices in
healthcare projects. It covers a variety of topics, all specialised to the healthcare environment, such
as project planning, stakeholder involvement, risk management, and quality assurance. Healthcare
organisations are increasingly recognising the value of agility in thriving in a competitive market
and meeting the changing requirements of patients and staff. Agile PM has been proved in several
industries to improve efficiency, stakeholder satisfaction, and overall project outcomes. Agility is
critical in the healthcare sector in particular for effectively responding to crises like the COVID-19
epidemic and enabling the development of Healthcare 4.0. This book is an excellent resource for
healthcare workers looking to embrace Agile PM practices. Its focus on healthcare and practical
instruction sets it apart and makes it relevant to the demands of the industry. Adopting agile
methodologies allows healthcare organisations to improve project outcomes, increase stakeholder
satisfaction, and effectively respond to the industry’s dynamic problems.

medical device project management: Project Management for Engineering Design
Charles Lessard, Joseph Lessard, 2022-05-31 This lecture book is an introduction to project
management. It will be of use for engineering students working on project design in all engineering
disciplines and will also be of high value to practicing engineers in the work force. Few engineering
programs prepare students in methods of project design and configuration management used within
industry and government. This book emphasizes teams throughout and includes coverage of an
introduction to projectmanagement, project definition, researching intellectual property (patent
search), project scope, idealizing and conceptualizing a design, converting product requirements to
engineering specifications, project integration, project communicationsmanagement, and conducting
design reviews. The overall objectives of the book are for the readers to understand and manage
their project by employing the good engineering practice used by medical and other industries in
design and development of medical devices, engineered products and systems. The goal is for the
engineer and student to work well on large projects requiring a team environment, and to effectively
communicate technical matters in both written documents and oral presentations.

medical device project management: Handbook of Medical Device Regulatory Affairs in Asia
Jack Wong, Raymond Tong, 2018-03-28 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.

medical device project management: Case Studies in Project, Program, and
Organizational Project Management Dragan Z. Milosevic, Peerasit Patanakul, Sabin
Srivannaboon, 2011-08-17 The ever expanding market need for information on how to apply project
management principles and the PMBOK® contents to day-to-day business situations has been met
by our case studies book by Harold Kerzner. That book was a spin-off from and ancillary to his best
selling text but has gained a life of its own beyond adopters of that textbook. All indications are that
the market is hungry for more cases while our own need to expand the content we control, both
in-print and online woudl benefit from such an expansion of project management case content. The
authors propose to produce a book of cases that compliment Kerzner's book. A book that offers cases
beyond the general project management areas and into PMI®'s growth areas of program
management and organizational project management. The book will be structured to follow the
PMBOK in coverage so that it can not only be used to supplement project management courses, but
also for self sudy and training courses for the PMP® Exam. (PMI, PMBOK, PMP, and Project



Management Professional are registered marks of the Project Management Institute, Inc.)

medical device project management: Innovation Project Management Harold Kerzner,
2022-11-21 INNOVATION PROJECT MANAGEMENT ACTIONABLE TOOLS, PROCESSES, AND
METRICS FOR SUCCESSFULLY MANAGING INNOVATION PROJECTS, WITH EXCLUSIVE
INSIGHTS FROM WORLD-CLASS ORGANIZATIONS AROUND THE WORLD The newly revised
Second Edition of Innovation Project Management offers students and practicing professionals the
tools, processes, and metrics needed to successfully manage innovation projects, providing
value-based innovation project management metrics as well as guidance for how to establish a
metrics management program. The highly qualified author analyzes innovation from all sides;
through this approach, Innovation Project Management breaks down traditional project
management methods and explains why and how innovation projects should be managed differently.
The Second Edition includes exclusive insights from world-class organizations such as IBM, Hitachi,
Repsol, Philips, Deloitte, IdeaScale, KAUST, and more. It includes six all new case studies, featuring
a dive into brand management innovation from Lego. Each case study contains questions for
discussion, and instructors have access to an Instructor’s Manual via the book’s companion website.
Specific ideas discussed in Innovation Project Management include: Continuous versus
discontinuous innovation, incremental versus radical innovation, understanding innovation
differences, and incremental innovation versus new product development Identifying core
competencies using SWOT analysis and nondisclosure agreements, secrecy agreements, and
confidentiality agreements Implications and issues for project managers and innovation personnel,
active listening, pitching the innovation, and cognitive biases Measuring intangible assets,
customer/stakeholder impact on value metrics, customer value management programs, and the
relationship between project management and value With its highly detailed and comprehensive
coverage of the field, and with case studies from leading companies to show how concepts are
applied in real-world situations, Innovation Project Management is a must-have title for practicing
project managers, as well as students in project management, innovation, and entrepreneurship
programs.

medical device project management: Medical Devices Seeram Ramakrishna, Lingling Tian,
Charlene Wang, Susan Liao, Wee Eong Teo, 2015-08-18 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

medical device project management: Portfolio, Program, and Project Management in
the Pharmaceutical and Biotechnology Industries Pete Harpum, 2011-09-20 This book
describes the way that pharmaceutical projects and programs are currently managed, and offers
views from many highly experienced practitioners from within the industry on future directions for
drug program management. The book integrates portfolio, program, and project management
processes as fundamental for effective and efficient drug product development. Contributing expert
authors provide their view of how the projectization approach can be taken forward by the drug
industry over the coming years.

medical device project management: Project Management Essentials William P. Athayde,
Ruth Elswick, Paul Lombard, 2013-08-14 If you're new to project management or need to refresh
your knowledge, Project Management Essentials, Third Edition, is the quickest and easiest way to
learn how to manage projects successfully. The simple techniques and templates in this book provide
you with the essential tools you'll need to be an effective project manager. It's as simple as that.
Read the book and discover: How to plan well - to decide on the right things to do; The key skills and



knowledge you'll need to be effective; How to create an effective charter to start projects off right;
Guidelines for building a usable project plan; Tips for breaking project work into manageable pieces;
Techniques for estimating project cost and schedule; How to build a team; Strategies to deal with
conflict, change, and risk; How to report on the progress of the project and keep everyone
concerned happy. Project Management Essentials is written in short, clear chapters to make project
management more easily understood. The authors, all valued senior faculty of PM College, use both
their business experience and their academic backgrounds to make these chapters come alive. This
updated edition complies with the latest project management standard, the PMBOK Guide 5th
Edition.

medical device project management: ,

medical device project management: The Handbook of Continuing Professional
Development for the Health IT Professional , 2017-04-21 Continuing professional development
(CPD) is critical for the health IT professional. Healthcare is fast-paced, dynamic, ever-changing, and
global. It’s both exciting and exhausting. And it is rapidly evolving through innovation, Federal
incentives, and technological advancements. For these reasons, health IT professionals must
embrace lifelong learning to ensure they have the professional competencies to advance initiatives
that positively impact patient care. This handbook will provide the rationale and the resources to do
so and will serve as a reference to accompany one’s career success.

medical device project management: Biotechnology Entrepreneurship Craig Shimasaki,
2014-04-08 As an authoritative guide to biotechnology enterprise and entrepreneurship,
Biotechnology Entrepreneurship and Management supports the international community in training
the biotechnology leaders of tomorrow. Outlining fundamental concepts vital to graduate students
and practitioners entering the biotech industry in management or in any entrepreneurial capacity,
Biotechnology Entrepreneurship and Management provides tested strategies and hard-won lessons
from a leading board of educators and practitioners. It provides a 'how-to' for individuals training at
any level for the biotech industry, from macro to micro. Coverage ranges from the initial challenge
of translating a technology idea into a working business case, through securing angel investment,
and in managing all aspects of the result: business valuation, business development, partnering,
biological manufacturing, FDA approvals and regulatory requirements. An engaging and
user-friendly style is complemented by diverse diagrams, graphics and business flow charts with
decision trees to support effective management and decision making. - Provides tested strategies
and lessons in an engaging and user-friendly style supplemented by tailored pedagogy, training tips
and overview sidebars - Case studies are interspersed throughout each chapter to support key
concepts and best practices. - Enhanced by use of numerous detailed graphics, tables and flow
charts

medical device project management: Clinical Engineering Handbook Ernesto ladanza,
2019-12-06 Clinical Engineering Handbook, Second Edition, covers modern clinical engineering
topics, giving experienced professionals the necessary skills and knowledge for this fast-evolving
field. Featuring insights from leading international experts, this book presents traditional practices,
such as healthcare technology management, medical device service, and technology application. In
addition, readers will find valuable information on the newest research and groundbreaking
developments in clinical engineering, such as health technology assessment, disaster preparedness,
decision support systems, mobile medicine, and prospects and guidelines on the future of clinical
engineering.As the biomedical engineering field expands throughout the world, clinical engineers
play an increasingly important role as translators between the medical, engineering and business
professions. In addition, they influence procedures and policies at research facilities, universities,
and in private and government agencies. This book explores their current and continuing reach and
its importance. - Presents a definitive, comprehensive, and up-to-date resource on clinical
engineering - Written by worldwide experts with ties to IFMBE, IUPESM, Global CE Advisory Board,
IEEE, ACCE, and more - Includes coverage of new topics, such as Health Technology Assessment
(HTA), Decision Support Systems (DSS), Mobile Apps, Success Stories in Clinical Engineering, and



Human Factors Engineering

medical device project management: Project Management in Cloud and IoT
Applications Pramod Chandra P. Bhatt, Naresh Kumar Sehgal, Richard Castro, 2025-08-12 Cloud
Computing has been in use for several decades now, but the art and science of delivering Cloud
based products is still shrouded in mystery. This book shines new light on how to deliver projects on
time and within budget. The authors discuss the theory and practices of software engineering as
applied to successful project execution for Cloud and IoT based products. The readers will find the
following topics well covered. !-- [if !supportLists]--1. !--[endif]--Management of projects in general,
and Clouds in particular, including budgeting. !-- [if !supportLists]--2. !--[endif]--Best practices in
Software engineering, with emphasis on using Agile methodology. !-- [if !supportLists]--3.
I--[endif]--IoT products, their deployment, including Cloud based support and management. !-- [if
IsupportLists]--4. !--[endif]--Regulatory compliance. !-- [if !supportLists]--5. !--[endif]--New value
creation and future opportunities.

medical device project management: Advanced Project Portfolio Management and the
PMO Gerald I. Kendall, Steven C. Rollins, 2003-04-15 Advanced Project Portfolio Management is a
comprehensive book which presents a roadmap for the achievement of high value enterprise
strategies and superior project management results. It provides methods for best project selection,
faster completion, optimal project portfolio management, and how to explicitly measure the PMO for
rapidly increasing project ROL.

medical device project management: Specification of Drug Substances and Products
Christopher M. Riley, K. Lien Nguyen, 2024-09-22 Specification of Drug Substances and Drug
Products is a fully comprehensive reference on Specification Setting for Pharmaceuticals. There
have been several recent developments in the ICH Guidelines, which were not captured in previous
editions, notably the new guideline on Development of Analytical Procedure and the revisions to the
validation guidelines, and the specification guidelines. This edition contains chapters discussing the
unique requirements for the universal critical quality attributes, as well as the specific tests required
to characterize and control different types of products, ranging in complexity from small molecules
in immediate release oral dosage forms to complex products such as drug-antibody conjugates and
mRNA-based products. This substantially expanded revision of the 2nd edition will serve as practical
comprehensive reference for scientists, managers, educators, and consultants involved in the
development and regulation of pharmaceutical products - Presents critical assessment, potential
impact, and application of the recent revisions to ICH guidelines on method validation (Q2) (as well
as the latest guideline on Analytical Method Development (Q14), and the special regional
requirements in non-ICH regions. - Addresses comprehensive treatment of the development and
validation of analytical methodologies used in the analysis, control, and specification of a variety of
different types of dosage forms, ranging from traditional oral solid dosage forms to proteins,
nRNA-based drugs, vaccines, and gene therapy. This book will also address drug-device
combinationproducts such as digital drug delivery systems, transdermal systems, and inhalation
products. - Presents detailed treatment of latest statistical approaches, including new approaches to
the treatment of validation data method, specification setting, and shelf-life prediction (based on
stability data).
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