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AdvaMed RecommendationsAdvaMed Recommendations

ClarityClarity
ConsistencyConsistency
Appropriate evidenceAppropriate evidence
Reasonable paymentReasonable payment

Successful 
Innovation 
for Patients





MedicareMedicare
……Appropriate evidence, reasonable paymentAppropriate evidence, reasonable payment……

CoverageCoverage
New visionNew vision
Appropriate evidenceAppropriate evidence
Local coverageLocal coverage
GuidancesGuidances

PaymentPayment
Outpatient PPSOutpatient PPS
Inpatient addInpatient add--on paymenton payment
Coding changesCoding changes
Competitive biddingCompetitive bidding



McClellan VisionMcClellan Vision

FDA clearance

Prompt coverage

Use in real-world settings

Ongoing data collection
(Electronic Health Records)

Feedback using information technologies



Medicare Coverage ConcernsMedicare Coverage Concerns

Appropriate evidenceAppropriate evidence
Local coverageLocal coverage
GuidancesGuidances
Changes in Changes in ““indicationindication--byby--indicationindication”” approachapproach
CommunicationCommunication
ConsistencyConsistency



Medicare Payment ConcernsMedicare Payment Concerns

Outpatient PPSOutpatient PPS
New tech addNew tech add--ons for inpatient PPSons for inpatient PPS
National temporary codesNational temporary codes
Competitive biddingCompetitive bidding
DME prescription requirementsDME prescription requirements
Clinical lab fee scheduleClinical lab fee schedule



Medicare MattersMedicare Matters……

Most significant factors Most significant factors 
affecting product affecting product 
development?development?

““Medicare Medicare 
reimbursement and reimbursement and 
coveragecoverage””
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Source:  “The State of the Medical 
Technology Industry,” Lewin Group for 
AdvaMed, 6/18/03



FDA FDA 
……Innovative strategies, better communicationInnovative strategies, better communication……

Data developmentData development
Model testingModel testing
Independent trials for new uses Independent trials for new uses 
Data summary templateData summary template
FeedbackFeedback

CommunicationCommunication
Guidance documentsGuidance documents
Reviewer educationReviewer education

IVDsIVDs
Consistency in regulationConsistency in regulation
Guidelines on banked samplesGuidelines on banked samples
Risk based approachesRisk based approaches



Data DevelopmentData Development

Model testing Model testing 
Independent trials for new uses Independent trials for new uses 
Data summary templateData summary template
FeedbackFeedback



CommunicationCommunication

GuidancesGuidances
Reviewer educationReviewer education



IVDsIVDs

Consistency in regulationConsistency in regulation
Banked samplesBanked samples
RiskRisk--based approachesbased approaches




