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About Me
Tim Looney
I have extensive experience with medical device, automation, and technology projects focusing on
new product development, schedule management, requirements gathering, and resource planning.
Over my career I have held a wide range of duties within engineering, product development,
international operations, executive management, marketing, finance, and quality management
systems. I have launched several start-ups in the engineering and medical device markets as well as
being associated with several others. I have lived through multiple rounds of financing by both
private and institutional investors and in turn have been there when times were good as well as
when the doors were closed for good. I have held executive positions with several companies
including CorNova, Creganna-Tactx Medical, and Northeast Biomedical which I founded in 2011. I
have also had many product design and engineering roles at several other well-known companies.
In addition to my role at Northeast Biomedical, I am a member of the Senior Adjunct Faculty at the
University of Massachusetts – Lowell since 1998, where I teach courses in Medical Device Design,
Computer-Aided Design & Analysis, and New Product Development.
I have a BS Mechanical Engineering, University of Massachusetts – Lowell, an MS Mechanical
Engineering, Northeastern University, and an MBA Entrepreneurial Studies, Suffolk University
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About Northeast Biomedical
• Northeast Biomedical was founded in 2011. We are a medical device product development and
contract manufacturing company that works with companies at all stages of development. Our
development process is ISO 13485:2016 certified by DEKRA. We have the ability to augment your
efforts with our expertise to help you get your projects to the next stage in an efficient and timely
manner.
We offer a wide range of services to fulfill all your medical device development needs:
•
•
•
•
•
•

Electromechanical Instrumentation Design & Development
Product Development Services
Disposable Design & Development
Low Contract Volume Manufacturing
Innovation Summit Brainstorming Service
Engineer on Call Service

• We have a team of highly skilled engineers who specialize in the design and development of
medical products and equipment.
We have worked on a variety of projects in the life sciences space including catheters, disposable
devices, sensors, ultrasound integration, optical fiber and laser products, instrumentation,
surgical tools, point of care products, podiatry devices, test fixtures, surgical robots, machine
vision, and automation equipment.
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Medical Device Product Development
• Most startups and design teams know
a lot about their specific technologies.
They are truly experts at what they
do.
• What they don’t know will either
make them a success or failures.
Often, they do not know all the other
things it takes to get a product to
market.
• Structured methods such as a phase
gated development approach will
reduce your development costs and
improve your time to market.
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Phase 1: Evaluation
• This phase is primarily a planning phase
of the entire development program.
• Phase 1 has a significant amount of
investigation into the specific customer
need and formulation of a strategy to
approach the project.
• Throughout the beginning of the process
several key milestones are accomplished
including an initial assessment of the
technology, budgets, selecting tentative
development team members, and looking
at a preliminary schedule.
• This can be a critical step in the success of
the program and should not be
overlooked.
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Phase 2: Feasibility
• This phase is focused on investigation and idea
generation to explore the feasibility of the
technology or device or system that you are
designing.
• This phase is used to identify the key attributes
that will satisfy the marketing and technical
requirements.
• A large portion of the work in Phase 2 will focus on
generating concepts for the device or system. We
start this work with one or more detailed
brainstorming sessions where potential concepts
are discussed and investigated. Spend the time
here, it will pay off in the end.
• This phase will include either prototyping or
simulations to predict how the concepts will
respond during use. Often, we will generate
several prototypes that will explore one or more
key attributes of the design.
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Phase 3: Alpha Development
• The Alpha design is the first complete product design cycle that the system or
device will go through.
• This will be based on the information gathered and distilled in the first two
phases of development.
• Based on the work that has been done up until this point you will understand the
requirements, limitations, and performance characteristics that we can expect.
• All of the designs will be fully documented, and the Design History File (DHF) will
be started.
• Upon completion of the risk and other documents we will enter what is referred
to as the alpha manufacturing where we will build revision controlled or “frozen”
products or parts that will represent the final product and can be used for testing.
• A crucial characteristic of this phase will be the production and testing of the
Alpha devices. This is often referred to the “product verification” of the design.
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Phase 4: Beta Development
• The Beta development stage is the final step
before launching into production.
• The phase begins with a quick review of the results
up to this point, followed by a final design iteration
to make sure that the device or system matches
expectations of the market.
• Beta units, devices, or systems will be
manufactured, and the system will be tested. The
“product validation” establishes that a process
produces a result or product meeting its
predetermined specifications in a consistent
manner, proving that the products produced will
work as intended and within acceptable
manufacturing variations.
• A key characteristic of this step is that the
customer will develop plans and site selection for
the First in Human testing (FIH). Some devices do
not require this step, but most medical devices
will.
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Phase 5: Launch/Pilot Manufacture
• This phase will be the initial
production run of the device for
products that could be sold to an end
user or customer.
• As part of this phase all records and
documentation will be reviewed.
• The manufacturing line will be
improved to increase throughput as
needed.
• Additional training will be performed
for manufacturing, marketing, sales,
and service personnel.
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Phase 6: Production
• Upon successful launch of the
product, you will start to produce
products in a serial manufacturing
process that will be used for sales.
• The marketing acceptance rate and
demand will be determined, and
manufacturing plans will be put in
place to work with both sales
activities and marketing
projections.
• This is the establishment of
continuous serial production and
order fulfillment of the product.
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Managing the Development Process
• Plan, plan, plan, and then plan some more.
• Structured development methods will reduce your
time to market as well as reduce overall
development costs.
• Balance the scope, budget, and timeline. You can
manage one, think about another one, but the
third is out the window. Balance it as best that you
can…
• Facilitate the exchange of essential information
quickly and manage your critical path tasks closely.
• Create a development environment where you can
perform iterations quickly and efficiently.
• Things will take much longer and cost much more.
• Outsource tasks as needed, talk to experts.
• Locate long lead time items early and order them
from one or more suppliers. Backup plans are
essential.
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Northeast Biomedical
Leaders in Medical Device Development
100 Business Park Drive, #5
Tyngsboro, MA 01879

(978) 649-5555
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