
3451 Commerce Parkway
Miramar, FL 33025
p: 954.607.3266
e: info@nmddo.com
nmddo.com



This simple gray box.

The power that it holds. 

Undefined ideas.

Uncovered opportunities.

Untapped potential.

Transforming as it unfolds,

on the right path to success.  

Every step of the way,

gaining promise and possibility.

And from it emerges, 

transforming technologies, 

life-saving devices, 

that advance the standard of care. 

And all along the way 

as the idea unfolds, 

NAGLREITER™ is right there, 

with you.

If you are an entrepreneur, investor, or medical device company in

pursuit of next generation device technologies, you need NAGLREITER™. 

NAGLREITER™  is the only Medical Device Development Organization 

that offers the passionate expertise, professional experience, and 

proven quality systems to deliver best-in-class medical device product 

development services.  

We do this by engaging an insourced client team who are device 

industry experts, driven by an entrepreneurial spirit, possess 

specific product category expertise, and pride themselves on 

staying ahead of ever-changing industry standards. 

From concept to commercialization, or any stage in between, our

goal at NAGLREITER™  is to minimize your financial risk, optimize your 

financial return, and ultimately, to ensure device development success.

BRETT
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HELPING YOU DRIVE DEVELOPMENT SUCCESS

Our product development process addresses all elements needed for your project to 
succeed – from assessing product and business viability through design control, 
production, and transfer, if necessary.

Proof of Concept – At NAGLREITERTM, we assess the viability of the product concept  
and the business opportunity, bringing a risk management-based, holistic approach 
that helps our clients understand early the opportunities, and the risks that lie ahead.

Definition & Feasibility – Developing initial product engineering specifications are 
critical to ensuring that the design warrants further development investment.
This phase also allows us to identify strategic considerations needed for successful 
product development (clinical, regulatory, packaging, reimbursement, etc.) – helping 
us create the blueprint for project success.

Design & Development – During this phase, the product design is continually 
refined and numerous design verification activities are conducted to ensure the design 
output meets the specifications and requirements of design input. Upon approval, the 
design is frozen in preparation for the ramp-up to manufacturing.

Validation – This critical phase validates that the final design meets clinical needs, 
and that manufacturing processes are clearly defined and qualified. With these 
confirmations, the product then transitions from research and development to production.

Production – While mature, fully-validated manufacturing occurs throughout this 
phase, a litany of scale-up and cost reduction initiatives also take place to ensure that 
product volume and cost of goods targets may be achieved.

Transfer – Unlike traditional OEM manufacturers, NAGLREITERTM executes your 
project within YOUR system, which entirely eliminates the need to transfer your project 
into another system, saving both time and money. However, if an event occurs within the 
course of your project that requires integration into a new system (i.e. an acquisition), 
NAGLREITERTM can provide all services necessary to complete a system transfer.

Unlike traditional OEM Manufacturers, NAGLREITERTM has no interest in locking you into long-term manufacturing contracts 
based on production volumes. Our interest lies in understanding your incubation program exit strategy, so we can plan together 
how NAGLREITERTM can best serve your needs throughout the entire Product Lifecycle Management process, and beyond.
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 Single Point of Contact
 LEADING YOU EVERY STEP 
 OF THE WAY
 Entrepreneurial leader
 Simplifies process
 Reduces time investment
 Improved communication

 Proven Quality and Business Systems
 PREDICTABLE PROCESSES YOU
 CAN COUNT ON
 Credentialed Quality Management System (QMS) 
 Knowledge of evolving Regulatory expectations 
 Well-defined cross-disciplinary processes
 Minimizes program back-tracking

 Flexible and Simple
 MANAGE AS MUCH OR AS LITTLE
 AS YOU NEED
 May include any or all phases
 According to your systems or ours
 Workforce, Systems, and Equipment service offerings
 Every program customized to client need

 Breadth of Experience
 THE EXPERTISE YOU NEED
 TO SUCCEED
 Industry experts across numerous medical specialties
 Cross-functional expertise involved at every stage

 Return on Investment
 HELPING YOU OPTIMIZE 
 FINANCIAL RETURN
 Processes that are both effective and efficient
 Greater speed, lower cost to market
 Elimination of transfer costs 

 

THE NAGLREITER ADVANTAGE
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ENGAGING ON YOUR TERMS
Depending on how far along a new device idea may be, NAGLREITERTM offers a high degree of flexibility, even the 
ability to customize the engagement, to meet your specific product development needs.  

NAGLREITERTM offers product development support services with access to equipment, systems, or expertise – all 
or in part – to help you minimize your investment in capital equipment, business systems and human capital. 

Our service level agreements support multiple product 
release types, including: clinical study; market study; and 
full production.

 WORKFORCE SERVICES
 Access our device industry and product development experts
 – in your lab or ours

 SYSTEM SERVICES
 Take advantage of extensive business services and superior
 quality systems

 EQUIPMENT SERVICES
 Use our state-of-the-art design and development technology 

WORKFORCE
SERVICES

EQUIPMENT
SERVICES

NMDDO

SYSTEM

SERVICES

NMDDONMDDO
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Whether you engage with us for access to our workforce, systems or equipment services, they are supported by 
significant technical capabilities, a state-of-the-art incubation facility, credentialed quality systems and comprehensive 
business support.

TECHNICAL CAPABILITIES  
 Computer-Aided Design

 Design Verification

 Machining

 3D Printing

 Laser Cutting

 Prototyping

 Finite Element Analysis

 Material/Force Testing

 Wet Lab (Clinical Simulation)

 Physical Property Testing

 Optical Inspection

EXTENSIVE FACILITIES
 11,000+ sq. ft. Facility

 Receiving Inspection

 Clean Room (Certifiable to Class 8) 

 Offices / Conference Rooms

 QA Testing Labs

 Controlled Component and FGI Storage

 Validated Sterilization Cycle

 Labeling

QUALITY SYSTEMS
 ISO 13485 Certified 

 QSR Compliant

 CAN/CSA-ISO 13485 Compliant

 Canadian Medical Devices Regulations (CMDR) Compliant  

 MDD 92/43 EEC Compliant

BUSINESS SUPPORT  
 Management

 Design 

 Marketing and Sales

 Engineering

 Scientific

 Operations

 Business & Legal

 Clinical Affairs

 Quality Assurance

 Regulatory Affairs

 Back Office Support

IT’S ALL ABOUT EXCEEDING CLIENTS’ EXPECTATIONS 

The team’s level of professionalism, work ethic, knowledge and dedication 
is extremely high. I’ve enjoyed working with them a great deal, and have 
learned a lot from them. Additionally, we’ve been impressed with the 
continuing ability of NMDDO to pull in additional high-quality people as our 
needs have expanded.

DARIUS KHARABI, EMBA 
Medical General Manager

“

”

NAGLREITER™ has been an important addition to the SafeStitch Medical 
team. Brett is intelligent, experienced in the medical device industry from a 
regulatory and engineering perspective, he is on task, organized, efficient 
and perhaps above all has excellent interpersonal skills.   

DR. CHARLES FILIPI, SafeStitch
Co-Founder & CMO

“

”

I was very satisfied with the level of service from the NAGLREITER™ team. 
They integrated very well with both the Fremont and Cork team members. 
Without their support, completing various aspects of the project would not 
have been possible within the tight timeline and scope of the project.

SEAN MCFERRAN, Stryker 
Neurovascular Program Manager

“

”

Contact us to take a virtual, telepresence tour
of the NAGLREITER™ facility.
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