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— Comparative performance between therapies



-------Description

Medical/pharmacy benefit cost issues and national economic
concerns increase the interest in healthcare cost-justification

Employers, managed care ¢ rganizations and other entities are
actively assessing CER’s potential

0
The Federal Government’s interest and investment in CER is
substantially growing

S




-------Description

. Health
EV'CngsneC ded— Economics
Medicine SUISEIMES
Research '

Comparative
Effectiveness
Research



— Commercial, vViedicare policies and
prescription drug coverage |

— Patient/consumer opinion
— Physician prescribing

— Marketplace success




-------Government

from 1. 3% in 1975 to roughly 4% in 2007

— Total healthcare spending was about 8% of the GDP in
1975 and about 16% of GDP in 2007 .

— Current trend rate is a ut 20% of GDP by 2016




-------Government

 In 2007, the Congressional Budget Office (CBO) issued a
formal report on CER, "Research on the Comparative ‘
Effectiveness of Medical Treatments” -
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« The National Institute of Health (NIH), CMS/HHS, and
Veteran's Administration (VA) are assertive CER advocates
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-------Government

Funds will be distributed to:

— Agency for Healthcare R “earph and Quality (AHRQ) )




-------Government

are Iobbylng Federal government to crea ean’
Comparative Effectiveness Research”

« Concepts include utilization registries, data analysis and
speC|f|c cllnlcal trials to develop optimum protocols for
“average” patients with certain conditions/diseases
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-------Government

a public/private

academlc/prlvate sectors to accumulate data an

— Alberta, BCBS, Duke, ECRI Institute, John Hopkins,
OHSU, McMaster, Mi ta, Ottawa RTI-UNC, Stanford
Tufts-NEMC and US@B w
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and deC|S|ons to industry counterparts who h
contributed any resources to the research

— Public sector health (Medicaid/Medicare) which accounts
for over 40% of national health spend actively monitors
costs but does not hav cessary resources to
Initiate/maintain ongo‘ihg CER programs
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Complexity of patient variables/co-morbidities/s
may not be accounted for

« Potential focus on cost savings versus patient benefit

J

« CER expense may drive_liru healthcare costs up further and
add complexity to care/cq§t r{‘!anagement
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- Very difficult to account for therapies effectively presc
physicians for off-label uses
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[course of therapy?
Long or short term benefits performance?
Definition of treatment failure/success?

Duration of therapy/prescribed dosing?

Patient co-morbidities/demographics?

Brand vs. Brand, Brand vs. Generic?

Sample side/sources of data?
Products sharing indications?
Sample size/sources of data?
Products only within class?
Side effects?




— Widely prescribed brand product versus generic

— High safety, low adea‘J risks

— Result in creation of rélnfdrced guidelines, not mandates




——————-Outlook

— Duplicate government CER models, apply them in their
own research according to specific categories

— Contract for medlcatl(lm \”ﬁth high performance ratings at
preferred status, aIIocQte lesser performers to 3™ tier and
require higher rebates
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_ Fortifies it against existing products/

upcoming ag

— Helps gain/retain preferred formulary status
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clinical superiority
elect clinical studies
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_ Can the brand deliver solid results by Cross-
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medrcal procedure conducted to treat the same

condition/disease

« Results may be inconclusi
differences between the b
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— Lesser indications may provide utility in niche abp ca
’ channeled through managed care PA edits "
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-------ASSessment

— Perceptions/issues of brand’s care/cost performfah -

— Preferred approach to drug care/cost evaluation
;.
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industry input:
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a pilot CER initiative would yield positive results?

— What are financial, staff and time resources available?

J
— How would a pilot CEnggram be implemented and can
It be designed to be scalable if initial results are solid?

-




--——--Pilot Profile

- Would a competitor execute the evaluation in the same ,

* Does the pilot meet professional research standards which

may be migrated to a ful%lsc le CER initiative?
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* Are the expected results promising enough to move to the
next level and will there be sufficient funding to do so?
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ot Profile

— Competltlve agent(s) .
— Co-therapies (therapeutic and/or reduce side effects)
— Duration of therapy

— Medical/pharmacy cla'ms:ﬁata

— Patient characteristic: (a ), sex, ethnicity, co-morbidities)
— Pertinent medlcallpharmacy benefit plan design features
— Re-treatment/discontinuation of treatment

— Therapy cost and medical treatment cost data

- Timeframe
I‘l R k -‘



— Managed care organizations

— Contract research organizations

— Healthcare data management/reporting companies

— Prescription benefit management companies/PBMs



— Cofnp're rmacy files '
— Access/ownership/security '
— Data Integrity

— Timeframe

— HIPPA

— Cost
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: Goverﬁment, managec ..
Interest in the development of CER

* Driven by clinical and cost data, it requires substantial
financial, staff and time resources to accomplish




I role in select drug
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« There is a high risk/reward ratio for a brand to successfully
undertake its own CER initiative

« Pharmaceutical manufacturers need to consider care/cost
performance earlier in drug development stages to better
manage R&D resources and assess pipeline forecasts
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