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Introduction

The “MedTech” industry is facing unprecedented pressures and
uncertainty due to macro-economic, public policy, and regulatory
changes

= Recession
= Healthcare cost-containment pressures
= Regulatory and enforcement efforts

» Healthcare reform =\NINE
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http://z.about.com/d/politicalhumor/1/0/0/t/2/health-care-screamers.gif

Survey Overview

Throughout March and April, MassMEDIC and PRTM conducted a
survey to capture the thinking of MedTech industry leaders on
major policy, regulatory, and macro-economic changes.

= Emphasis on understanding the implications for MedTech innovation

The online survey included 15 questions covering the following
themes:

= Economic Downturn

Expanded Health Care Insurance Coverage and Payment Reform

Device Industry Tax

Comparative Effectiveness Research

Physician Payment Sunshine Provision and Massachusetts Gift Ban

Risk Management Scrutiny
= 510(k) Reform
Survey results are being presented for the first time today
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Survey Participants

Nearly 100 MedTech industry leaders participated in the survey...
= Representing a broad range of US companies

= >50% of responses from senior management

Company/Business Unit Size

Respondent Positions
(Annual Revenue)

B $0—Pre-commercial

H <$100M

$100 Manager CEO/
® >$500M but <$1B 28%
">$1B

Director COoO/
2o CSO
4%
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Survey Participants

Survey participants included:
= MedTech companies (63%) and industry service providers
= Different segments of the MedTech industry

Primary Product or Service of MedTech Industry
Respondent Segment

m Medical equipment or device manufacturer (

® Service provider: Product development

. . . Medical
m Service provider: Business Instruments/ <
B Service provider: Manufacturing Equipment

Component, sub-assembly, or material supplier
m Other

-
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_____ Implantables 4

Disposables/
Medical Supplies

Diagnostic Equipment/
Consumables
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= Other {
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Survey Findings
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Revenue Impact

How has your business performed during the current economic
downturn (e.g., 2009 revenue vs. 2008 revenue)?

<~ Significant growth (>5%)

Slight growth (1%-5%)
Flat (+/- 1%)
Slight decline (1%-5%)
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~ _ Significant decline (>5%)

-~ Significant growth (>5%)
Slight growth (1%-5%)
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Flat (+/- 1%)
Slight decline (1%-5%)

S&P 500
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~ — Significant decline (>5%) YA
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Impact on Different MedTech Industry Segments

How has your business performed during the current economic
downturn (e.g., 2009 revenue vs. 2008 revenue)?

Disposables/medical
supplies

Implantables

Medical instruments/
equipment

Diagnostic equipment/
consumables

Total MedTech

0% 20% 40% 60% 80% 100%

m Significant decline (>5%) mSlight decline (1%-5%) mFlat (+/- 1%) ®Slight growth (1%-5%) ® Significant growth (>5%)
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Impact on R&D Activities and Investment

How has the economic downturn impacted your company’s
investment in the following areas?

R&D outsourcing
activities

In-licensing deals

Collaborative development
partnerships

Internal R&D/headcount

Total R&D

0% 20% 40% 60% 80% 100%
Significantly decreased E Decreased B No impact B [ncreased B Significantly increased
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Expanded Health Care Insurance Coverage

What do you think will be the impact of expanded health care
Insurance coverage on the market size for your company’s
products?

B Significant increase
® Increase

B No impact

® Decrease

w Significant decrease
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Device Excise Tax

If a device tax is implemented, how would most medical device
companies likely react?

L el IRIR———
(e.g., SG&A)
higher prices

atemptio reduce cocs | I

Reduce profits (EBITDA) ﬁ

0% 20% 40% 60% 80% 100%

= Highly unlikely mUnlikely w®Likely ®Highly likely
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510(k) Reform

Is the current 510(k) process adequate to
support FDA’s mission to protect and
promote public health?

No opinion
9%

Disagree
20%

Strongly
disagree
Strongly 306
agree
15%

Are you concerned about the impact of
510(k) reform on the following?

Approval times

Development costs/timelines

Regulatory submission
requirements

Medical device innovation

Submission fees

0% 50% 100%

m Highly concerned = Moderately concerned ®Not concerned
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Physician Payment Sunshine Provision/Gift Ban

How would you characterize the potential impact of the Sunshine
Provision and Massachusetts “Gift Ban” on the ability of Medical
Device companies in the following areas?

70%
Medical device innovation
Commercializing new products L *
Understanding physician needs ®
Compliance costs @
Conducting clinical trials o
Note: size of bubble indicated - - - - -
number of responses Significant Negative No Positive Significant
negative  impact impact impact positive
impact impact
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Payment Reform

What would be the likely impact of different payment models on
each of the following criteria (relative to the current fee-for-service
model)?
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Comparative Effectiveness Research

What would be the impact of proposed comparative clinical
effectiveness research activities on the following?

Pricing of prodUCts hat demonstrate ey
superior comparative effectiveness

R r———

|| =

reimbursement

Your company’s ability to innovate 1

Development of “me too” products ﬁ

0% 20% 40% 60% 80% 100%
Significant decrease EDecrease BNo impact ®increase B Significant increase
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Risk Management Scrutiny

Are your company’s risk management How would you describe the impact of
practices adequate in light of FDA’s increased scrutiny around risk
Increased scrutiny? management processes on the following:

Competitive advantage
derived from safer and
higher quality products

Product safety

1

No
opinion ]
plz% Medical device
innovation
Di r |
Strongly S?% °e Development

agree , .
cost/timelines
21% Strongly |

di '
'S;‘%ee 0% 50% 100%

Negative Impact ®No impact ®Positive impact

L
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Major Concerns

Which of the following policy and regulatory changes do you
believe will have the greatest negative impact on innovation (select
top three)?

Device tax

501(k) reform

Gift Ban/Sunshine
Provision

Payment reform

Comparative effectiveness
research

Increased vigilance around
risk management

|

0% 20% 40% 60% 80% 100%
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Is U.S. Challenging for MedTech Innovation?

Do the uncertainties resulting from If so, which of the following activities are
economic, public policy, and regulatory likely to move to other countries?
changes in the U.S. make it more

attractive to do business in other

countries?

Initial product
launch

' [ —
|
I
DR
) filings
I
.
S

- Manufacturing

1
: Physician
1 collaboration
1
|
|
[

Research and
development

0% 50% 100%

= Highly unlikely mUnlikely ®Likely ®Highly likely
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Key Takeaways

The economic downturn has had a
mixed impact on the MedTech
industry.

Many MedTech companies have cut
back on R&D spending—some have
managed to keep it flat.

There are mixed opinions on the
impact of expanded health care
coverage on MedTech market size.

The device tax will put even more
pressure on MedTech companies to
develop innovative operational

strategies to cut operating expenses

and expand margins in order to
protect R&D spend.

PRTM
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The innovation landscape is
changing—MedTech companies will
need to:

= Be creative and diligent about

innovation to overcome the increasing
regulatory hurdles (e.g., 510(k) reform,
physician collaboration, risk
management).

= Adjust their innovation strategies to take

advantage of emerging opportunities
(e.g., untapped market segments, new
care delivery/payment models,
comparative research).

Rethink their commercialization
strategies to tap into the growing
potential of international markets.
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For Further Information

PRTM

Sharad Rastogi
Director P RT M

T+1781.434.1273 77 Fourth Avenue
M+1 617.803.9373 Waltham, MA 02451
USA

srastogi@prtm.com www.prtm.com
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