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Medical Devices and Diagnostics (MD&D)
Syneos Health™ is a full service, global CRO with a Business Unit specializing in delivering MD&D trials. With 
extensive experience across cardiac/vascular, aesthetics, orthopedics, IVD and general device/surgery, the 
Leadership team averages more than 20 years’ experience. The Leadership team has worked with device sponsors 
(large and small), as well as CROs, so they understand the nuances and needs of your trial regardless of size or 
phase. The MD&D Business Unit is able to guide you through study design, regulatory pathways, site management 
and study execution challenges, successfully supporting trials in Asia-Pacific, Europe and North America.

No matter what global market you are 
entering, when you work with the MD&D 
team you can enjoy the same quality system, 
resourcing structure, SOPs and leadership 
without relying on strategic partners or parent 
companies—all within one delivery model.

We take our device specialization one step 
further and have therapeutic subunits,  
including  cardiac/vascular, aesthetics, 
orthopedics and IVD.

The Challenges
Complex and Ever-Changing Global Landscape
Understanding regulations and various  
cultural influences 

Specialization Across the Full Development Cycle
Therapeutic depth across all types of studies  
and all phases

Site Relationships 
Increasing efficiencies and maintaining 
motivation through to successful completion

Knowledge and Strategic Expertise
A CRO you can rely on to deliver results on time 
and on budget



How We Can Help You
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A One-Stop Solution for Global Regulatory  
and Device Expertise
The global landscape for medical devices and diagnostics is complex and ever changing.  
It is critical to have a global understanding of regulations, the various cultural influences  
of study execution, and a project team to bring it all together, ensuring a successful study 
and subsequent submissions.

Our MD&D Business Unit is truly global; no matter what market you are entering, when you 
work with us you can enjoy the same quality system, resourcing structure, SOPs and 
leadership throughout Asia-Pacific, Europe and North America.

The entire team is CFR, GCP and ISO-14155 trained and compliant to ensure your program is 
successful wherever in the world your program is run.

OUTCOME
We can help you navigate the ever-changing global landscape for medical devices and diagnostics.

A Specialized Team With the Knowledge  
You Need Across the Full Development Cycle
We understand the various nuances across different devices and therapeutic areas, which  
is why we take our specialization one step further and have therapeutic subunits. Our key 
subunits include cardiac/vascular, aesthetics, orthopedics, neurology and IVD. Within each  
subunit, highly experienced people ensure that you get a project team that not only 
understands devices studies and regulations as well as your investigators, but also 
understands your subject population and study design aspects, including endpoints.

We also have the experience to know how best to budget and operationalize your study, 
regardless of phase. We understand the requirements and different needs of an FIM/
Feasibility, Pivotal or Post-Market study, ensuring that each study is run efficiently while 
maintaining the highest level of quality.

OUTCOME
Whatever the therapy area, we provide therapeutic depth across all types of study at all phases.

At Syneos Health, having best-in-class contacts and strong relationships 
around the world is fundamental to what we do. We help studies reach their 
full potential through our Trusted Process® methodology



How We Can Help You (cont.)
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Working Exclusively With the Best People and Sites
At Syneos Health, having best-in-class contacts and strong relationships around the world  
is fundamental to what we do and is reflected in our being voted “Top CRO to Work With” 
among large global CROs in the 2015 and 2017 CenterWatch Global Investigative Site 
Relationship Survey. We can provide on-site support, and have offices and people in  
Asia-Pacific, including Japan, and throughout Europe and the North America.

With such established working relationships, we are able to shorten start-up times, and 
decrease overall study timelines and cost. Using our extensive database and global reach, 
whatever your requirements, we can find a suitable site which truly understands the 
execution of a medical device study, the specific study population and the investigators.

Many of our CRAs and project managers are dedicated to specific sites and have worked 
closely with them for more than a decade. All of our people working within medical devices 
and diagnostics have worked with sponsors, so we understand the integral role your local 
affiliates and KOLs play in the successful conduct of global and regional studies.

OUTCOME
We make sure sites stay motivated throughout your study until we have a successful completion.

Pioneers of The Trusted Process® Ensure the  
Quality of Your Studies
Whether you are a small company with a single product or a larger company with a 
significant portfolio and product pipeline, you need to know you can rely on your CRO  
for the knowledge and expertise to efficiently conduct studies.

Regulatory and procedural hurdles can represent a barrier for your medical device 
development. At Syneos Health, we help studies reach their full potential through The  
Trusted Process®—our methodology that delivers dependable outcomes and actionable  
results on time and on budget.

As our partner, we will work closely with you throughout the process demonstrating  
precisely the knowledge and strategic expertise required for the development of your 
medical device.

OUTCOME
You can rely on our knowledge and strategic expertise to deliver results on time and on budget.



About Syneos Health
Syneos Health™ (Nasdaq:SYNH) is the only fully integrated biopharmaceutical solutions organization. 
The Company, including a Contract Research Organization (CRO) and Contract Commercial Organization 
(CCO), is purpose-built to accelerate customer performance to address modern market realities. Learn 
more about how we are shortening the distance from lab to life® at syneoshealth.com.
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Our Medical Devices  
and Diagnostics Experience

Regulatory Consulting:

•  510(k) including predicate device 
evaluation and submission dossier

•  IDE preparation including pre-IDE 
meetings, PMA preparation  
and submission

• CE mark

•  Medical devices and diagnostics 
classification determination 

Study Expertise:

•  Combination device-drug delivery products

•  Health economics and reimbursement

• FIM and feasibility

• Human factor studies

• IVD and companion diagnostics

•  Post-approval studies and specialized 
statistical models

• Combination products 

For more information about our capabilities in 
medical devices and diagnostics, please visit 
www.syneoshealth.com/contact-us


