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The Year In Review —

2009 Insights

Top 10 Things FDA/OIVD is Most Likely to Do in This Environment

. Pull back from close working relationship with industry?
Be more risk averse overall — cautious oversight of LDTs
More premarket data requirements — Tempered by Tier/Triage?
More warning letters for GMPs and other violations - ASRs

Heightened sensitivity to adverse event reporting
More enforcement related to clinical trials
Flood of new guidelines — Companion Dx?
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5. More conservative in deciding when to recall
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9. Some additional Class I/ll exemptions, but limitations
1

0. Off-label promotion enforcement priority
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Something new in the headlines every day
Healthcare Issues
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The Washington Post

Vaccine system remains antiquated
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Healthcare Reform i1s a Continuous

Process
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Healthcare Reform

Industry Opportunities Industry Risks
e Increased demand for * Lower profit margins for Parma
diagnostic tests companies — lower R&D
spending — fewer products
— Routine purchased
— Preventive  Medicare/Medicaid cuts —
« HHS Action Plan to reduce g)rvc;/delrjgtzspltal spending on
Healthcare-Associated
Infections (HAIs) * Medicare lab fee schedule cuts

« Comparative Effectiveness
Research (CER)

« $2 billion/year excise tax on
medical devices



Value-Based Purchasing for HAIls

“Healthcare-Associated Infections: Health o SO L i
reform should include a method for rewarding . =

hospitals for reducing their healthcare-associated

infection (HAI) rates, which cost our healthcare -

system an estimated $20 billion a year. HAls iy |

should be incorporated into the value-based | o
purchasing models that are under consideration. e s e
Developing specific incentives through value-based = i e
purchasing will provide hospitals with the resources Attt o ettt
they need to adopt proven strategies to prevent T

HAls and achieving HHS-established targets.” &# Gcrtt 7




FDA 510(k) Process Reform

« 2/18/10: FDA public meeting

e 3/1/10:

e 5/31/10:
e 6/?77?/10:
« 7/31/10:
 9/30/10:
« 3/?7?7M11:
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FDA 510(k) Process Reform

 FDA March 1 Presentation to IOM
— FDA 510(k) Working Group - Subteams

- Predicates - Modifications
Indications - Standards

- New Technology - Bundling

- De Novo - Third Party Review

- Evidence - Postmarket Data

Public Meeting Feb 18; FDA All Hands Meeting Feb 24;
Comment Period ended March 19; Final Report due May 31
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Key Issues Identified by FDA 510(k) WGs

* Predicates - Use of “old” predicates; subpar performance; split predicates
* Claims — Indications for use; off-label use

« Clinical Data — how much is enough?

« Changes - device creep; ownership changes, recalls

«  Bundling - difficult to identify bundled products after clearance

* Postmarket Controls — limited authority to rescind 510(k)

« Labeling - final printed labeling not required

11 A,
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Possible FDA 510(k) Reforms

* Possible Changes

Limitations on choice of predicates; no more split predicates
Guidance on intended use vs. indications for use

Inclusion of final printed labeling in 510(k) clearance file
Regular 510(k) updates for non-significant changes
Limitations on bundling

Elimination of Abbreviated and Special 510(k)s

Elimination of Third-Party Review

Increased postmarket surveillance studies

Expanding FDA’s 510(k) rescission authority
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Industry View on 510(k) Process Reform

« 510(k) process is a successful and effective program
— Not an abbreviated process or loophole
— We support FDA and IOM assessments
— Need evidence that change is warranted

— Otherwise, early 1990s history could repeat itself

* Proposals industry is contemplating
— Improve transparency/consistency of 510(k) summaries

— Increased scrutiny for subset of higher risk devices
 Clinical data

* Modifications

13 A,
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Implications for Industry’s Risk-Based

Proposal

* Do they still fit with FDA’s 510(k) Reform initiatives?
— Absolutely, Positively Yes!
— Meets several needs -
* Focuses FDA resources on higher risk tests
« Supports transparency and good science

* Foundation for high quality submissions and
even more timely, predictable reviews

14 N
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Issues to Watch Out For

« Congress, Obama Administration, and HHS

15

Great interest and focus on healthcare policy issues
Greater recognition of the value of preventive care

NIH/FDA focus on Genomics and Personalized Medicine

» Genetic Test Registry
More hearings on the safety of medical devices
Legislative changes to 510(k) Process in 2011
Device User Fee Reauthorization

First steps toward regulating LDTs?
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Issues to Watch Out For

 FDA

— FDA will test the boundaries of their authority. Length of
review time will vary, depending on:

* Novelty and risks associated with the device,
» Postmarket experience with similar devices,
» Quality of the data, and

* The current environment in Washington.

— Industry will be paying higher user fees for service
* New fees for pre-submission meetings?
» Fees applied for the first time to postmarket activities?

16 A,
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Issues to Watch Out For in OIVD

* FDA Interest in Tightening Blood Glucose
Monitor Accuracy Specification

— Revision of ISO TC 212 15197 pending
— March 16 — 17, 2010 FDA Public Meeting

« Accuracy - home use vs. hospital use
* Interferences

— Takeaways from Meeting
 New FDA BGM guidance in the works
» Restrictions on use of certain types of meters in hospitals
« Removing older meters from the market??
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What Companies Can Do Today

18

Approach Congress and FDA/OIVD with sound policy
ideas supported by strong rationales/evidence

Establish and maintain positive and credible working
relationship with FDA/OIVD

Best Practices for Companies

— Collaborate with FDA on policy issues

— Educate reviewers on your technology

— Utilize FDA pre-submission advice — over-communicate!
— Good science and high quality submissions

— Use FDA chain of command to resolve disagreements



Thank you!

Questions?
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