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Coverage

Who makes the decision(s) on coverage andwhat
are theylooking for?




Clinical evidence

dZThere is a continuum of evidence

dZzThe RCTd]Level 1 Evidence, comes
with a BIG pricetag

dzChange your perspectived]Level 2
Evidence CAN build momentum




Clinical Evidence Level Il options

=

Retrospective Claims Study

d]Can show on a longitudinal basis how
your device has performed

d]Is reliant on coding or other methods
(i.e.,names of physicians using the
device) to make a solid case

Metadata/Systematic

Analysis

d]Allows you to compile all kinds of
previous studies to increase your total
sample and make a stronger study

d]Requires enough previous studies with
similar characteristics and measures
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Retrospective Medical Record
Study

d]Can track individual device and other
measures not available in the claims data

d]Can be more expensive and take more
time than claims analyses

Registry

d]Allows you to track patients prospectively
and is less costly than an RCT

d] Takes participation of sites and ongoing
management



Level 2 clinical studies

dzCan you give a few examples
of good level 2 studies?

- Any with claims data?

dzDo you have examples of
when level 2 studies have
helped change a policy from
negative to positive?




Economic evidence

dzClinical evidence is king

dZ=conomic evidence coupled with clinical utility
can assist and help you get over the last hurdle

dZ=conomic evidence also helps when negotiating
pricing




Economic evidence models & analysis

Budget Impact Model

d] Should use real world data and
speaks to payers with a per member
per month impact

d] Requires real world data (not lit
sources) and transparency, and
should be interactive

Incremental Cost Effectiveness

Ratios

d] Summarizes the cost effectiveness
of a healthcare intervention as it
compares to another intervention

d] Is not yet widely embraced byU.S.
payers
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Longitudinal Analysis

ql

Shows what is happening beyond the
index procedure and can show
downstream savings (also can be
well understood by payers and
providers)

Payers prefer a PMPM and the
technology must have enough
volume for the tracking period

Micro -costing Analysis

ql

q]
q]

Allows one to evaluate the direct cost
associated with a procedure or the time
associated with a procedure

Requires site involvement and time
Useful when clinical benefits are not
highly differentiated
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Economic studies

dDo payers look at economics on their own? What is most important?

dZDo you have examples of when a economic study contributed in changing a
policy from negative to positive?




Case study




