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Independent Payment Advisory Board (IPAB)

= Independent board with one goal: reducing costs in
Medicare program; Commission nominated by the
President

= Recommendations become effective absent Congressional
action overturning Commission recommendations (30
days)

= Nothing prevents the Board from cutting the price or
beneficiary access to certain items or procedures, or from
changing long-standing statutory or regulatory policy
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Comparative Effectiveness
Health Care Reform

= Patient-Centered Outcomes Research Institute
established as nonprofit corporation

= $360M annually for CE research, funded through
Medicare and tax on insurers (separate from insurance
industry fee)

= Focuses CER on “clinical” comparative effectiveness



Accountable Care Organizations
Health Care Reform

= Collaborative organizations between physicians and
surgeons intended to improve the coordination for care

= Shared savings component: physicians share in savings
for reduced costs
= Incentive to use lowest-cost products?
= How are “savings” calculated
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FDA Reform

Congressional Oversight

= Congress focusing primarily on the FDA approval
process and potential conflicts/inappropriate
relationship(s) with manufacturers

= |Impact:
= Negative publicity for manufacturer
= Potential increased scrutiny from regulators
= Potential financial impact from investors




M)MA

MED!!.‘A.L DB/)CI- M.A.ACI'URERS ASSOCIA“DN
are Tomo

ew fthe 510(k) clearance process
all | eenngs
‘:,:,:;_,1 ine Report (due 2011)

)| ":_.—:ﬁl mmer 201 0

- .
. e e
I’ ”:




FDA’s Impact on Innovation

= EXxtensive survey by Stanford University
= Supported by MDMA, NVCA

= FDA NEGATIVELY impacted >75% of companies

= 50% had review staff/branch chief change

= >30% state appropriate FDA staff/consultants not
present at meetings

= >90% state FDA has become much more risk-averse in
last decade

= >80% state FDA has difficulty dealing with novel
technologies and/or indications



FDA’s Impact on Innovation
= Avg. cost of 510(k) & PMAs significant increased

by FDA delays
= Avg. 510(k) cost: $31 million ($24M or 77% on FDA
related activities)
= Avg. PMA cost: $94 million ($75M or 80% on FDA
related activities)
= Patients in U.S. wait an average 2 years longer
than Europeans to access US technologies

= Venture capital moving away from med-tech
= Impact on jobs, economy, patient care, innovation
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