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More Experience Better Results

Á How Should Changes in HealthCare Market Affect Your Business Plan?

David Barone

Å The New MDR and the Clinical Challenges in the EU 

Michael Imhoff, MD, PhD

Á FDA Initiatives Responding to New Challenges

Zvi Ladin, PhD
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Boston MedTech Advisors

Regulatory

Clinical Dev.

Market Dev.

Business Dev.

Reimbursement
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Our Mission, Business and Operating Principles

Mission

Assist medical 

technology 

companies and 

healthcare providers 

to achieve their 

business goals by 

offering ethical, 

result-oriented, 

professional and cost 

effective advice and 

services.

Operating Principles

ÁProvide optimal solutions

that recognize the multi-

faceted aspects of today s 

healthcare markets and the 

client s unique business 

needs.

ÁMaximize value by 

delivering high quality 

services at a reasonable 

cost.

ÁEstablish ongoing 

relationships by aligning 

our incentives with those of 

our clients and partners.

Business

Support our clients to 

commercialize new 

products and services 

and to increase their 

market adoption, by 

addressing their unique 

and inter-dependent 

regulatory, clinical, 

reimbursement, 

marketing and business 

development 

requirements.
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Aesthetic 
Medicine

Allergy
Ambulatory 
monitoring

Anesthesiology Biologics
Brain / 

Neurosurgery
Cancer 

Therapies 

Cardiology Critical Care Cryosurgery Dermatology Diabetes
Drug Delivery / 
Combination 

Products

Durable 
Medical 

Equipment

Emergency 
Medicine

Gastroenterology
General 
Surgery

Health IT Hepatology Home Care Hypertension

Interventional 
Cardiology

In-Vitro 
Diagnosis

Interventional 
Radiology

Neurology Orthopedic Pain
Patient 

Monitoring 

Pulmonary
Radiology / 

Imaging
Rehabilitation 

Medicine
Renal Robotics

Sleep 
Medicine 

Spine Surgery

Surgical 
Simulation

Telemedicine
Transfusion 

Medicine
Urology

Vascular 
Medicine

Wellness / 
mHealth

Wound Care

Engagements (partial list)*

* Including advisors prior relationships
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Engagements (sample)*

Á Start-ups through Fortune 

500 companies

o Diagnostic, therapeutic 

and monitoring 

technologies

o Medical device, DME, 

combination products, 

biopharma, biologics, 

mHealth, HIT

o Healthcare providers -

medical practices, 

clinics and hospitals

o Consumer medical 

products and services

Á Technology incubators, 

technology transfer and 

licensing offices

Á Investors (private, 

institutional)

* Including advisors prior relationships

http://www.soterawireless.com/
http://www.soterawireless.com/
http://www.oferhitech.com/default.asp
http://www.oferhitech.com/default.asp
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How Should Changes in Healthcare Markets Affect Your 

Business Plan?

March 20, 2017

www.bmtadvisors.com      www.bmtCROgroup.com

David Barone, Principal 
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Medical Device Industry - 2017 Report Card

Å Projected CAGR next 10 years ~5%

Å U.S. will remain the most important market 

Å Size, innovation, leadership / impact, pricing

Å U.S. ïhome of 12 out of top 20 companies; EU - 7; Japan ï1

Å Innovation is still strong

Å 3,000 ï3,500 FDA approvals / year

Å >200,000 health apps (but 90%<5,000 users)

Å Continuing M&A; start-ups & small companies are the primary source of      

innovation pipeline

Å ~25% of transactions - acquired company is still in the development stage

Å ~75% approved products / started commercialization

Å Emergence of disruptive technologies
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Cost is #1 Issue


