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Syneos Health is a therapeutically focused, full service CRO with strong capabilities  
in medical device and diagnostics (MD&D), specifically cardiovascular studies.  
We understand what it takes to get a product approved and provide regulatory 
consulting and the full range of operational services from pre-clinical to post-marketing.

MD&D Cardiovascular Experience
Syneos Health has significant experience and expertise in implementing  
cardiovascular (CV) medical device studies designed to assess device performance 
and clinical and safety outcomes. In recent years, we have successfully executed 
numerous cardiovascular studies globally across all phases of development from 
exploratory to post-market trials. Combined with our complete understanding  
of the device life cycle and needs of device companies, our flexibility ensures we  
can execute device studies in a cost-effective and operationally efficient manner.  
Our CV device experts have extensive experience with senior leadership each 
having over 20 years’ experience, Project Managers 10 years, and CRAs with  
a minimum of 7 years’ experience specifically in cardiovascular device studies.  
We have worked with many key opinion leaders (KOLs) and sites, and have 
collaborated with a significant number of leading cardiovascular research  
centers of excellence globally. 

In the past five years, Syneos Health has successfully managed 216 
cardiovascular projects involving 4,746 (non-unique) sites and over 
91,500 patients. We understand the nuances of cardiovascular studies. 
More specifically, Syneos Health has worked on 26 cardiovascular 
device projects involving 700 sites and 22,135 patients. 

Syneos Health has a global reach with on-the-ground experienced cardiovascular 
clinical and operational teams located in 58 countries across Europe, Asia-Pacific, 
Africa and Latin America. 

In addition to our cardiovascular experience, we have also conducted 257 device 
projects in the last five years, across varying indications and therapeutic areas.

Cardiovascular  
Device Types

Stents  
(DES, BMS, BVS) 

Heart Valves  
(Aortic and Mitral)

Heart Failure/LVADs 

Arrhythmia  
(Pacemaker, ICD)

Interventional Cardiology

Imaging  
(IVUS, OCT, Angiogram)
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About Syneos Health
Syneos Health™ (Nasdaq:SYNH) is the only fully integrated biopharmaceutical solutions 
organization. Our company, including a Contract Research Organization (CRO) and Contract 
Commercial Organization (CCO), is purpose-built to accelerate customer performance to 
address modern market realities. Created through the merger of two industry leading 
companies – INC Research and inVentiv Health – we bring together more than 24,000 clinical 
and commercial minds with the ability to support customers in more than 110 countries. 
Together we share insights, use the latest technologies and apply advanced business 
practices to speed our customers’ delivery of important therapies to patients. To learn 
more about how we are shortening the distance from lab to life® visit syneoshealth.com.
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Sample of Syneos Health Cardiovascular Team Expertise
Executive Medical Director
• More than 25 years of clinical research experience in academia, CROs and the medical device industry

• Served as medical and scientific medical director in multiple cardiovascular studies before endorsing the global leadership  
role of the cardiovascular and metabolic medical science unit

• Specific areas of expertise are heart failure, atrial fibrillation, pulmonary arterial hypertension, acute coronary syndrome,  
lipid disorders and medical devices

Senior Director 
• 19 years of clinical research experience; 12 years MD&D-specific

• Management of cardiovascular and structural heart programs, including pivotal IDE and post-marketing studies

Executive Director
• 25 years of medical device industry experience. Cardiovascular experience with LVADs, artificial hearts, heart valves, 

annuloplasty rings

• FDA advisory panel member with multiple device PMA approvals

Project Manager 
• 10 years of CRO experience in cardiovascular surgery and interventional cardiology, and 7 years of experience in radiology

• EU-based with thorough understanding of operational and regulatory environment in >10 EU countries, with experience  
also in Japan and China

MD&D Experience in Multiple Cardiovascular Indications

Primary Sub-Indication Total Studies Total Sites Total Subjects

Aortic Valve Stenosis 3 163 7,020

Arterial Disease, Peripheral 3 10 97

Cardiomyopathy 1 2 10

Cardiovascular Disease 2 90 4,000

Cardiovascular Functioning 2 20 300

Coronary Artery Bypass Graft 1 50 4,200

Coronary Artery Disease 3 109 1,223

Heart Failure 1 134 550

Hypertension 2 14 116

Imaging 1 1 12

Surgery, Coronary Stent 2 98 4,605

Thromboembolism, Venous 1 8 1

Other 4 1 1

Total 26 700 22,135

Case Study

Stent study with >80 sites; target 
enrollment of 2,500 patients.

Syneos Health activated over  
50 sites in an unprecedented  
5 months, beating enrollment 
timeline with 2,605 patients 
enrolled. We sustained the  
study’s success by also locking  
DB and delivering regulatory 
study report ahead of schedule. 
The quality of the data and study 
management was confirmed  
with market approval based  
on the study results.


