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Mass. Life Science Cluster
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Job Creation
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Impact of Medical Device
Companies on Mass.

o 225 Medtech Companies
 Employ approx. 55,000 people

 10% of Mass. Exported Goods -
$7.2 billion annually

 Med. Device companies relatively small
(< $30 mil annual revenue)
e Several very large companies
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Mass. Life Science Cluster

Total employment by industry cluster, Massachusetts,
2003, 2007, and 2008
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Mass. Life Science Cluster

Average annual wage by cluster, in 2007 dollars,
Massachusetts, 2003 and 2007
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What Resources are Required for
Medical Device Development?

. * Depends on
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What Resources are Required for
Medical Device Development?

e Device
e Class I, Il, Il — different regulatory paths

 Phase of Development

Concept Prototype Pre-pilot \ Pilot \ Production

e Strategy




Regulatory Path - As of Today

e Class | Device

— Minimal potential harm to user. History of safe
use, Most Exempt Pre-Market Notification
(e.g., tongue depressor, sling),

e Class Il Device

— Methods/Standard exist to ensure safety
— Pre-market notification, FDA 510 (k) Clearance
— Predicate Devices (e.g., monitor, x-ray system)

e Class Ill Device




Phase of Development

Concept Prototype Pre-pilot \ Pilot Production

. ScanBusmess Oppty., Medical Feasibility, IP, Clinical Path

Prototype 4

e Initial DeS|gn&Eng|neer|ng Tech. Feasibility, IP Review

\ Pre-pilot

« Usabillity, Market Analysis, Clinical Plan, Business Strategy

\ Pilot

* Prototype Eval., IP Review, Manufacturlng Clinical




Business Strategy

* Do you want to start and run a company?

* Do you want to license your idea, corcept
or prototype?

* Do you want to add a new product or
product line?
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What Resources are Required for
Medical Device Development?

e Yes, it depends on the Device, Stage of

Development and Business Strategy,
but...

 Funding and Talent are Ciritical!




Sources of Funding

e Federal Grants

 Industry Sponsored Research
e Corporate R&D

e Licensing Royalties

e VC Funds

e Other




SBIR STTR Grants

e Small Business Innovation Research
— $75.8 M to Mass., 2009

— Grant to small business for “proof of concept”
research (Phase |) & developmental research
towards commercialization (Phase Il)

— 11 Federal Agencies
« Small Business Technology Transfer

— Small business must partner with federally
funded research institution

iversity of




Corporate R&D

Corporate R&D expenditures by industry cluster,
Massachusetts firms, 2003 and 2007
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Corporate R&D intensity and sales growth by
industry cluster, Massachusetts, 2003 and 2007
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Industry Sponsored Research

Industry funding of academic research, LTS, 1998-2007
$400

§350
§300
e S "
2050 w Tt @

$200

$150 e s
s100

550

|

0
1998 1999 2000 2001 2002 2003 2004 2005 2006 2007

Source: National Science Foundation




Venture Capital Investment

Venture capital investment percentage by sector,
Massachusetts, 2001-2007
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Venture Capital Investment

Venture capital investments by stage of financing,
Massachusetts, 1997-2007
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Licensing Revenue

Technology licensing revenue for major universities,
hospitals, and other not-for-profit research institutions,
Massachusetts, 2001-2006
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Sources of Talent

e M2D2 ?/J M2D2

Massachusetts Medical
DEVICE DEVELOPMENT CENTER

— Concept to Prototype, Resource Network
— Business, Clinical, Engineering Assistance

CENTER

— Incubator
* Massachusetts Life Sciences Center
— Research Funding, Accelerator Funding ﬁAESEAcgucleETIiICES

— Infrastructure Support, Summer Intern Program

» MassMEDIC MassMEDIC
— MedTe_ch Ignite

Massachusetts Medical Device Industry Council




Sources of Talent

 Mass. Technology Transfer Center

— Platform Presentation The MASSACHUSETT

lt~ H\ )m \Tl ANSFER

— Entrepreneur/Inventor Training ' Center
— Revolving Grants Program

F I O a
 Massachusetts Technology Collaborative 0} Eﬁ“ :

John Adams Innovation Institute

— Support Innovation activities across industry sectors
in Mass.

— IT/Wireless, Life Sciences, Medical Devices

MVVE
« MVVF: Merrimack Valley Venture Forum -




Can We Maintain Our Lead
In This Industry Sector?




Can We Maintain Our Lead
In This Industry Sector?

e \What do you think?




