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Discussion areas

Introduction to comparative effectiveness

• Perceptions

• Policy discussion

Discussion of lessons from abroad

• Implications for Stakeholders 

• Things to think about now
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The current system: big, expensive, fragmented
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White House Goals:

• Reduce CAGR from 
6.2% to 4.7%

• Reduce spending $2 trillion 
and cover everyone

• Change incentives from 
doing more things to doing 
the right things

Health reform taking shape: Four major areas

Consumerism
Individual Tax Credit, 
PHRs, Transparency, 

Comparative Effectiveness/Evidence 
– based Medicine

Episode based payments
Nat’l CER program, Transparency

Health Care Information Technology
Clinical (EHR, PHR, RHIO)
Administrative Simplification

Coordination of care
Primary Care 2.0 Model 
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June 9: “Patient Centered Outcomes Research 
Act of 2009” 
• Introduced by Sen. Max Baucus (D-MT) and Sen. Kent Conrad (D-ND) 

to amend Title XI of Social Security Act and amend IRS Code of 1986

• Creates non-profit organization Patient Centered Outcomes Research 
Institute “to assist patients, clinicians, purchasers, and policy 
makers in making informed health decisions by advancing the quality 
and relevance of evidence concerning the manner in which diseases, 
disorders, and other health conditions can effectively and appropriately 
be prevented, diagnosed, treated, monitored, and managed through 
research and evidence synthesis that considers variations in patient 
sub-populations, and the dissemination of research findings with respect 
to the relative clinical outcomes, clinical effectiveness, and 
appropriateness of the medical treatments, services, and items in 
subsection (a)(2)(b)

3
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June 30: Federal coordinating council for 
comparative effectiveness research
• 15 member Council, named in accordance with 

a Congressionally-mandated timeline, will 
assist the agencies of the Federal government 
to coordinate comparative effectiveness and 
related health services research

• The Recovery Act authorized funding to 
support comparative effectiveness research:

$300 million for the Agency for Healthcare 
Research and Quality
$400 million for the National Institutes of 
Health
$400 million for the Secretary of Health and 
Human Services
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June 30: Federal coordinating council for 
comparative effectiveness research (continued)

• “It is critically important to be able to share the results of comparative 
effectiveness research with doctors and patients and make better 
investments in how information is disseminated; 

• Research should focus on the needs of priority populations such as 
racial and ethnic minorities, persons with disabilities, persons with 
multiple chronic conditions, the elderly, and children; 

• Research should be in specific high-impact health arenas such as 
medical and assistive devices, surgical procedures, behavioral 
interventions and prevention; and, 

• Investments should be made in data infrastructure such as linking 
current data sources to enable answering CER questions, development 
of distributed electronic data networks and partnerships with the private 
sector.”
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Key terms and definitions

• Evidence-Based Medicine: The application of scientific knowledge to the 
diagnostic and treatment recommendations that medical professionals make for 
their patients

• Clinical Guidelines:  A systematically developed statement for practitioners 
and patients about appropriate health care for specific clinical circumstances

• Appropriate and Inappropriate Variation in Clinical Practice:  Appropriate 
variation would be supported by evidence based practice, e.g. Stage 1 breast 
cancer patients receiving breast conserving surgery vs. higher stage breast 
cancer patients receiving more extensive mastectomy.  Inappropriate variation 
refers to Under Use of Effective Care, Misuse of Preference Sensitive Care, or 
Overuse of Supply Sensitive Care

• Evidence Grading: Evaluation of individual research reports and an 
assessment of the overall strength of the evidence supporting a particular 
conclusion or recommendation

6
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What is comparative effectiveness

Although CE is still being defined, several key points emerge:

• Focus is shifting from Efficacy to Effectiveness

• CE compares options within one therapeutic category (e.g., 
drugs vs. drugs) and between therapeutic categories (e.g., 
drugs vs. procedures); Comparison expands beyond 
therapeutics into diagnostics and care delivery

• Whether CE should include cost effectiveness is still 
controversial, but CE will eventually have an impact on cost 

• Efficacy

Performance under controlled or ideal conditions

Question addressed: Is the intervention better than placebo or 
doing nothing

Methods: Randomized, controlled clinical trials

• Effectiveness

Performance under “real life” practice conditions

Question addressed: Does this intervention achieve better 
health outcome in real-world situation

Methods: “Real-world” clinical trials; observational studies

Comparative Effectiveness shifts the focus for intervention evaluation from efficacy to effectiveness

There is a lack of a standard definition for Comparative Effectiveness and Comparative Effectiveness Research

Comparative Effectiveness Research (CER) involves the 
conduct, support, or synthesis of research that compares the 
clinical outcomes, effectiveness, and appropriateness of items, 
services, and procedures that are used to prevent, diagnose, 
or treat diseases, disorders, and other health conditions.  CER 
studies typically focus on comparing the impact of different 
options on comprehensive health outcomes, including patient 
mortality, morbidity, quality of life, and performance of the 
health system.  The overarching goal is to provide better 
evidence to inform decisions made by patients and clinicians.

Source: http://www.blsmeetings.net/MayFCC/

- Federal Coordinating Council for Comparative Effectiveness 

Comparative Effectiveness (CE) is “a rigorous. evaluation of 
the impact of different options that are available for treating a 
given medical condition for a particular set of patients”. “Such 
a study may compare similar treatments, such as competing 
drugs, or it may analyze very different approaches, such as 
surgery and drug therapy. The analysis may focus only on the 
relative medical benefits and risks of each option, or it may 
also weigh both the costs and the benefits of those options.”

Research on the Comparative Effectiveness of Medical Treatments, 2007

- Congressional Budget Office

CE key points Efficacy vs. Effectiveness
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Why Comparative Effectiveness is receiving so much attention

• Health care cost and care varies greatly between regions

• High cost does not necessarily correlate with high quality of 
care; more care doesn’t mean better care 

• Less than half of all medical care currently provided in the 
United States is supported by evidence1

• Health care cost has consistently grown at a rate that is higher 
than GDP or personal income growth; total health spending as 
% of GDP grew from 8% in1975 to 16% in 20073

• Aging of the population and the coming retirement of the baby 
boom generation put extra pressure on health care cost

Comparative Effectiveness is a hot topic because it offers the prospect of cutting costs 
while improving health care quality 

The increasing variation of medical care and cost and in the U.S. has sparked renewed interest in CE

High variation of care Skyrocketing health care spending

Medicare Spending per Enrollee (2006)2 National Health Expenditure: 1961-20074

1 Congressional Budget Office, 2007
2 The Dartmouth Atlas of Health Care, 2009
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CE is used in many developed systems of the world to define 
“standards of care”

• Countries that have successfully implemented CE have predominantly government-run health care systems

• CE programs in different countries differ in funding, timing, methodology, and conclusions

• The roles of CE agencies range from advisory to coverage decision making, and their decisions are sometimes 
controversial

Many developed countries implemented national CE programs prior to the U.S. and use CE findings to shape 
their health care coverage and payment decisions

Key Observations

International CE

Pharmaceutical Benefits Advisory Committee 
(Australia – 1993)
Scope of Review: Comparative clinical and cost 
effectiveness of drugs
Types of Decisions: Coverage (advisory to 
Minister of Health and Aging

1975 1985 20051995

NICE (England & Wales - 1999)
Scope of Review: Clinical and cost 
effectiveness of drugs, diagnostics, 
therapeutics, procedures, and health 
promotion interventions
Types of Decisions: Coverage, 
development of guidelines, and clinical 
audit methods

Medical Services Advisory Committee 
(MSAC) (Australia - 1998)
Scope of Review: Safety, effectiveness, 
and cost effectiveness of new medical 
technologies and procedures
Types of Decisions: Coverage (advisory 
to Minister of Health and Aging)

Canadian Agency for Drugs and 
Technologies in Health (Canada -
1989)
Scope of review: Clinical and cost 
effectiveness of drugs, diagnostics, 
therapeutics, procedures, and health 
services management
Types of Decisions: Advisory

Institute for Quality and Efficiency in 
Health Care (Germany – 2004)
Scope of Review: Clinical effectiveness and 
cost effectiveness of pharmaceuticals, 
surgical procedures, diagnostic tests, clinical 
practice guidelines, and aspects of disease 
management programs
Types of Decisions: Advisory and 
information only

9
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CE is a relatively new concept in the U.S.: it is getting attention 
now because of the funding in the stimulus package
For several decades, fragmented CE programs have been initiated in both the public and private sectors.  In 
recent years, the effort to migrate to a coordinated national CE approach has been a visible agenda item of the 
federal government

Public Sector

1977: National Institute of 
Health Consensus 
Development Program is 
created to conduct 
conferences of key health 
care stakeholders to 
develop advisory 
“consensus statements” on 
health care treatments

Private Sector1975 1985 20051995

1988:  CMS Medicare Evidence 
Development & Coverage 
Advisory Committee (MedCAC) 
is created to review and 
evaluate medical technology 
research and make coverage 
recommendations to the Center 
for Medicaid Services (CMS)

2003: Medicare 
Modernization Act 
authorizes the Agency for 
Healthcare Research and 
Quality (AHRQ) to 
conduct clinical 
effectiveness and 
appropriateness of health 
services research

Summer 2007: The U.S. 
House of Representatives 
passes the CHAMP bill 
which includes a provision 
creating a centralized CE 
entity

2009: American 
Recovery and 
Reinvestment Act 
(ARRA) of 2009 
allocates 
$1.1billion to 
establish a broad 
national CE 
program1975: Tufts-New 

England Medical 
Center’s Cost-
Effectiveness 
Analysis Registry 
database is created. 
Studies are used in 
an advisory capacity

1985:  Blue Cross Blue 
Shield Association 
Technology Evaluation 
Center is formed. It 
provides assessment 
reports based on 
secondary research to all 
Blue Cross Blue Shield 
member plans 

1993:  The Cochrane 
Collaboration, a private 
non-profit, is formed to 
produce and 
disseminate systematic 
reviews of health care 
interventions 

2003:  The Drug 
Effectiveness Review 
Project (DERP) is 
comprised of public and 
private organizations that 
develop reports 
assessing the 
comparative effectiveness 
and safety of drugs

Summer 2007: Two CE 
proposals are introduced by 
private payers supporting 
the creation of a central 
source for health care 
quality information

The CE initiative outlined in ARRA in February, 2009 represents a major step toward a coordinated,
national approach to CE in the U.S.

10
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Investment in health system R&D in the U.S. is 
low compared to others
Although each of the countries described here has different structure and mechanism for health care 
financing, it is helpful to examine CE investment relative to other metrics

The U.S. health care spending relative to its CE investment is clearly disproportional. To foster success, 
significant funding for CE is needed

Metrics AU.S.tralia Canada Germany UK U.S.

Population* 21,007,310 33,212,696 82,369,552 60,943,912 303,824,640

CE Program Funding NA $23.7million $19.67million $50 million $30 million **
Per Capita Expenditure on 
CE Research Program 
(U.S.$)

NA $0.71 $0.23 $0.82 $0.10

Per Capita Total Expenditure 
on Health (U.S.$) $3,181 $3,419 $3,628 $3,064 $6,350

Per Capita Government 
Expenditure on Health (% of 
Total Health Expenditure)

$2,138 

(67.2%)

$2,407 

(70.4%)

$2,779 

(76.6%)

$2,678 

(87.4%)

$2,908 

(45.8%)
Government Health 
Expenditure as % of Total 
Government Expenditure

17% 17.5% 17.6% 16.2% 21.8%

Total Health Expenditure % 
of GDP 8.8% 9.7% 10.7% 8.2% 16.2%

WHO Overall Health System 
Performance Ranking 32 30 25 18 37

11



Copyright © 2009 Deloitte Development LLC. All rights reserved. 

To better understand how international programs “work” in the real 
world, we examined examples of CE across four national programs
Four national CE programs evaluated two interventions (the use of statins for treatment of elevated 
cholesterol and a surgical treatment of benign prostatic hyperplasia (BPH)) for different reasons and came to 
differing conclusions

Decisions from each country’s program can reflect the medical treatment practices and norms of that 
country.  Therefore, different conclusions can often be drawn from similar data sets

Studies Canada Australia UK Germany

Treatment of 
hypercholeste-
rolemia with 
statin drugs

Reason: Uncertainty in 
statin role in CVD risk

Result: No evidence that 
one statin was more 
effective than another in 
decreasing CVD risk

Reason: New statin 
application request 
(Rosuvastatin)

Result: Rosuvastatin not 
worse in therapeutic 
effect than Atorvastatin

Reason: Uncertainty on 
statin role of prevention of 
CVD

Result: No evidence that 
one statin was more 
effective than another in 
reducing CVD events

Reason: Controversy about 
superiority claims of one 
statin

Result: There was 
insufficient evidence to 
compare the effectiveness of 
the statins with each other

Surgical 
methods for 
treating BPH

Reason: Approval for new 
laser device 
(Photoselective 
vaporization of the 
prostate, PVP) requested 
by manufacturer

Result: PVP not a 
substitute for TURP 
(Transurethral Resection 
of the Prostate). RCTs and 
longer-duration studies are 
required

Reason: Assess safety, 
effectiveness and cost 
effectiveness of the 
Transurethral Needle 
Ablation (TUNA) 
procedure

Result: Long-term 
effectiveness of TUNA is 
not supported by 
sufficient evidence. TUNA
received interim 
restricted funding

 

Reason: Make 
recommendations on safety 
and efficacy of laparoscopic 
prostatectomy

Result: Laparoscopic 
prostatectomy should only 
be used when TURP is 
contraindicated

Reason: Test assumption 
that “minimally invasive” 
procedures are more 
effective than TURP

Result: TURP has the 
strongest long-term effects 
on reducing BPH symptoms. 
Some alternatives may 
provide better short-term 
results

Deloitte Center for Health Solutions, 2009
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• There are 20,000 biomedical journals
• Greater than150,000 medical articles are 

published each month
• Greater than 300,000 randomized 

controlled trails have been conducted
• GENBANK contains 25 million DNA 

sequences, 40+ billion DNA base pairs

Health sciences knowledge and medical evidence is exploding

13

The health care knowledge pool is comprised of articles, studies, and analyses that vary in the methodology, 
number of subjects, specificity, and bias of influence.  Despite a large pool of knowledge, the U.S. has not 
determined how to effectively use it

Hierarchy of evidence Abundance of Knowledge on-hand

“We are drowning in information, but 
starved for knowledge”

-John Naisbitt, 1982

Author of the Best Seller Megatrends

Syste-
matic 

Reviews 
and 

Meta-analysis

Randomized 
Controlled 

Double Blind Studies

Cohort Studies

Case Control Studies

Case Series

Case Reports

Ideas, Editorials, 
Opinions

Animal Research

In vitro (‘test tube‘) Research

The decision on which types of evidence to focus on for U.S.  will drive many of the downstream effects 
and contribute to the controversy surrounding the legislation
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The development, implementation, and management of a 
U.S. CE program represents a major ongoing investment

14

The approach developed by the Federal Coordinating Council for Comparative Effectiveness Research and 
subsequent owners will determine decisions on approach for each major part of the CE process

Scientific 
inquiry Synthesis Dissemination Clinical 

decisions
Study hierarchy
• RCTs
• Nonrandomized Clinical Trials
• Cohort/longitudinal
• Case control
• Descriptive/cross sectional
• Case reports
Non-study evidence
• Consensus panels
• Expert opinion

Types of Synthesis
• Systematic reviews and 

meta analyses
• Decision analyses
• Economic analyses
• Guidelines

Publication, print/web
• Scientific and clinical 

practice journals
• Professional practice 

standards
• Association literature
• Embed in health 

information technology 
software

Clinician and Consumer
• Practice standards
• Consumer health profile
• Consumer preferences
• Consumer medical 

history
• Clinician preferences
• Clinical economics: risk, 

benefit, coverage, cost, 
outcomes

Compo-
nent

CE today

CE of the 
future

• Limited involvement of life 
sciences companies in 
primary evidence generation 
for CE

• Lack of coordination and 
standard methodology 
causes duplication of efforts 
and inconsistent results

• Most CE relies on 
systematic review of 
secondary data

• Limited information on 
direct comparison of 
interventions

• CE is ineffectively 
disseminated leading to 
limited adoption by physician 
and limited consumer 
involvement

• CE is rarely used as a 
performance measure

• Public sector leads CE 
research by setting priorities

• CE will be coordinated; 
methodology will be 
standardized

• Increasing participation 
from private sector, 
including payers and life 
science companies who 
may conduct more head-
to-head clinical trials

• CE results will be 
communicated to health care 
professionals and consumers 
in understandable fashion

• Multiple channels will be used 
for CE result dissemination, 
leading to wider adoption and 
understanding

• Due to the increased 
usage of EMR, CE will 
be included in health IT 
system to facilitate 
decision making and be 
potentially used to 
monitor physician 
performance
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Why the fuss

• Will cost effectiveness be part of CE

• Who will set the priorities for CE, and how

• When will a new intervention be subject to CE, prior 
to market approval or after certain period of clinical 
application

• What research methods will be used

• Who will be responsible for generating CE evidence

• How will CE results be used

• How will CE impact personalized medicine

• CE will be used to deny access to expensive 
treatments

• U.S. will create a model similar to NICE in the UK to 
ration health care

• CE will stifle innovation

• CE will not account for variations in subpopulations 
and create “cook-book medicine”

The newly appointed Federal Coordinating Council for Comparative Effectiveness Research will 
coordinate CE while addressing the controversies along the way

While the concept of Comparative Effectiveness looks simple on the surface, its implementation raises many 
questions and fears

“I think there’s been some concern that the ultimate outcome 
could be perceived by someone as a giant thumbs up or giant 
thumbs down on a particular service. In fact, we find that that’s 
rarely the case….”;  “We think the reports actually…help 
clinicians and health care organizations refine the process of 
identifying more rapidly which patients are most likely to benefit 
from particular services, so that access to effective treatments 
is actually maximized.”

- Carolyn Clancy (head of ARHQ)

CE legislation would create “a permanent government 
rationing board prescribing care instead of doctors and 
patients.”

-Tom Price (R-GA)

Questions Fears

15



Copyright © 2009 Deloitte Development LLC. All rights reserved. 

How these questions and fears about CE get addressed 
will impact the speed and scope of its adoption

If widely adopted, CE will provide the information needed for Evidence-Based Medicine - the conscientious, 
explicit, and judicious use of current best evidence in making decisions about the care of the individual 
patient

Key Driver Limited CE Adoption Moderate CE Adoption Wide CE Adoption

Government 
Push

Government role limited to conducting 
CE and does not enforce the 
application of CE for clinical and 
payment decisions

Government encourages and 
incentivizes the application of CE in 
public health care system

Government mandates the application 
of CE findings for treatment and 
coverage decisions in the public health 
care system

Goal of CE

CE strictly focuses on clinical 
effectiveness only; cost effectiveness is 
excluded from study; no clinical 
guidelines issued

Primarily focus on clinical 
effectiveness; some cost effectiveness 
studies conducted; clinical guidelines 
may be issued, but not as 
recommendations

CE covers both clinical effectiveness 
and cost effectiveness; clinical 
guidelines are issued and 
recommended by CE agencies

Scope

Focus on product comparison within 
same treatment option only (e.g., drug 
vs. drug) 

Primarily focus on product comparison 
within one treatment option; some 
comparison between different treatment 
options (e.g., drug vs. surgery)

Compare products within same 
treatment option AND compare 
different treatment options; comparison 
expands beyond treatments to 
diagnostics and care delivery

Research 
Method

Exclusively rely on examining existing 
evidence (e.g., literature review, claims 
record /EMR data analysis)

Primarily rely on examining existing 
evidence; new evidence generated in 
limited cases 

Rely on both new and existing 
evidence.  New evidence will be 
generated (e.g., clinical trial) when 
existing evidence is insufficient

Technology

Limited implementation of health IT; 
low adoption of EMR; performance 
tracking rejected by physicians

HIT gained acceptance, but 
implementation level varies; EMR data 
used for CE; physician/provider 
performance tracking is resisted

Wide adoption of Health IT system; CE 
module built into HIT; EMR data used 
for CE; physician/provider performance 
tracked and disclosed

Extension of status quo Evidence-Based Medicine

16
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The adoption of CE will impact all stakeholders     
in the health care system

Stakeholder High-Level Potential Impact

Consumers / 
Patients

• Consumer-friendly CE information on alternative treatments allows more consumers to make informed clinical 
decisions

• Consumers will demand more decision support tools and coaching to better leverage CE information

• CE can potentially help consumers reduce out-of-pocket health care spending; however, CE, if used as a tool to ration 
care, may restrict consumer access to certain care

Life Sciences 
Companies

• The bar for innovation is raised and CE discourages “me-too” products; rewards for truly breakthrough innovations 
may be greater

• CE may encourages innovation beyond therapeutics into diagnostics and preventative interventions

• CE will pressure companies to seek truly breakthrough innovations and provide more CE evidence, potentially 
increasing R&D risk and cost

• Increased emphasis on CE increases the hurdle for product adoption and may force companies to adopt new 
commercialization models

• CE will likely lead to increased utilization of generics if branded products can’t be proven to be more effective

Physicians / 
Hospitals

• Accurate, relevant clinical effectiveness information available at the point of care improves quality and efficiency of 
care and may reduce avoidable errors and spur demand for electronic medical records

• If used as rule rather than a tool, CE may penalize deviations from standards of care, potentially discouraging 
personalized care 

Private 
Health Plans

• Timely, comprehensive effectiveness data can be used as basis for coverage and payment decisions to encourage 
adoption of most valuable treatments

• CE information might be available too late to be relevant, and premature adoption of CE may lead to legal backlashes

Employers

• A Pay-or-Play mandate will likely include a set of plan choices to which adherence to CE program recommendations 
will be key

• CE efforts will take time to develop and implement; employers will be able to align plan design with provider 
adherence to evidence based practices

Government 
Health Plans

• Medicare and Medicaid can lead wide adoption of CE into clinical decision making to improve outcomes and reduce 
cost

• CE, if perceived as a tool to ration care, may cause backlash from public plan enrollees

18
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Function Potential Impact Questions to Address

Discovery

• The search for breakthrough innovations leads to 
higher risk and lower throughput

• L&A or M&A may be required to bolster innovation in 
early stage pipelines

• How will the market define “breakthrough innovation”

• How do our research priorities align to national 
priorities and/or truly unmet needs

• How do we build in “CE-risk” into the discovery 
portfolio management approach

Development

• CE will pressure companies to generate and provide 
more comparative effectiveness data

• CE is likely to drive demand for increased 
transparency of clinical data

• Burden to produce CE evidence will increase 
development cost and force companies to be more 
selective in pipeline decisions

• CE expands innovation scope beyond therapeutics 
into diagnostics and preventative interventions, 
creating opportunities for BioPharma companies

• CE may accelerate the development of personalized 
medicine

• How to meet the increased demand for CE 
information and at the same time increase speed to 
market

• Whether and how to conduct risky and expensive 
head-to-head trials

• How to evaluate product portfolio and make go/ no-go 
decisions to properly manage pipeline

• Whether and how to expand business scope beyond 
therapeutic drugs

• How to collaborate with payers in the development 
phase to ensure that studies address relevant 
questions and comparators

Commercialization

• FDA approval alone may be insufficient for market 
adoption

• Product adoption and sales increasingly depend on 
clinical effectiveness and health outcomes

• Payers may use CE data in price negotiation

• Truly innovative products command premium pricing 
and leap frog the competition

• CE may encourage usage of generics and biosimilars

• How to conduct post-approval CE, esp. with the 
increased usage of electronic health record

• How to accelerate the adoption of new commercial 
models, which rely more on clinical expertise and less 
on physician detailing

• How to implement value-based contracting

• What is the right generic strategy

BioPharma Impact Analysis

19
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Function Potential Impact Questions to Address

Research &

Development

• The search for breakthrough innovations may lead to 
higher risk and lower throughput

• L&A or M&A may be required to bolster pipeline, and 
will likely emphasize technology platform

• CE will pressure companies to generate and provide 
more comparative effectiveness data

• Burden to produce CE evidence will increase 
development cost and force companies to be more 
selective in pipeline decisions

• CE may accelerate the development of companion 
diagnostics which may be accelerated as Biopharma 
develops more targeted therapies

• CE likely to drive demand for increased transparency 
of clinical data

• How to screen R&D or L&A/M&A targets and manage 
risk

• How to meet the increased demand for CE information 
and at the same time increase speed to market?

• Whether and how to conduct risky and expensive 
head-to-head trials

• How to evaluate product portfolio and make go/ no-go 
decisions to properly manage pipeline

• Whether and how to partner with others to accelerate 
the development of personalized medicine or 
combination products

• How to collaborate with payers in the development 
phase to ensure that studies address relevant 
questions and comparators (“design for 
reimbursement”)

Commercialization

• FDA approval alone may be insufficient for market 
adoption

• CE may accelerate the shifting of power from “clinical 
buyer” to “economic buyer” of medical devices

• Payers may use CE data in price negotiation

• Truly innovative products command premium pricing 
and leap frog the competition

• How to harvest post market data to meet 
payer/provider evidence requirements

• How to develop medical affairs function in the context 
of CE

• How to accelerate the adoption of new commercial 
models which rely more on economic buyers than 
clinical buyers

• How will pricing and contracting strategy change

Medical Device / Diagnostic Impact Analysis

20
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Life sciences companies should closely monitor the 
development of CE and approach CE proactively

• Research priorities for CE released by Institute of Medicine
• FDA policy change regarding approval criteria, esp. head-to-head clinical trials
• Policy change by CMS regarding the usage of CE in coverage, payment 

decisions, and clinical guidelines
• Government policy regarding allowing government health agencies to directly 

negotiate drug prices with manufacturers
• Government policy regarding generic and biosimilar drugs

What to 
Watch for

Actions to 
Consider

• Brutally honest product portfolio assessment to determine impact of CE on the 
value, competitiveness of the portfolio

• Re-examine appropriate portfolio mix (highly innovative, me-too, generic, etc); 
weed pipeline and allocate resources to high value targets

• Review pipeline decision making process to enhance opportunity & risk 
analysis and screen for breakthrough innovations

• Map the influence shift of different stakeholders under CE framework
• Involve relevant stakeholders in modifying clinical study design to meet the 

demand for more health outcomes and economics information
• Rethink commercialization model, including sales, contracting, pricing, payer 

strategy etc.

21
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Health care providers should closely monitor the 
development of CE and prepare for its adoption

• Research agenda for CE and prioritization of disease conditions to be 
addressed

• Publication schedule and timeline for results of CE
• Payers, including CMS, incorporating CE into reimbursement policies
• Publication of “scores” of providers based on their compliance of CE 

guidelines
• Payment policies related to deviations from care guidelines

What to 
Watch for

Actions to 
Consider

• Implement technology to support providers delivery of care based on latest CE
• Develop a process acceptable to payers for reimbursement for care delivery 

when it appropriately does not follow CE based guidelines
• Adopt clinical practices based on CE early
• Ensure that proper clinical documentation is in place to justify any deviation 

from CE
• Participate in CE as a research site
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Health plans should closely monitor the development of 
CE and prepare to capture the potential opportunities it 
brings

• Government
When and how will cost metrics and considerations be included in CE methodology?

• Plans/PBM
Use of CE by payers to reduce or level medical trends

• Patients/Individuals
Use of CE to improve decision making and change behavior

What to 
Watch for

Actions to 
Consider

• Provide education and promotion of CE principles to key stakeholders
• Develop creative and mitigating strategies to reduce IT and administrative cost 

impact
• Evaluate potential changes and refinements to provider contracts, networks, 

and relationships
• Analyze potential impact to formulary design, structure and governance
• Educate and discuss with employers potential impact to ERISA rules and 

benefit programs
• Consider new product suite/platform for a two-tier market place
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All stakeholders should carefully watch the 
moves of the Federal Government…the nexus 
of CE activity

• How will the Federal Coordinating Council for Comparative Effectiveness 
Research disperse funds to Federal Agencies to conduct CE

• What will the new reporting requirements be for research activities
• How will studies impact preferred therapeutic approaches for plans, providers, 

and consumers
• What will be the Council’s approach to grants management and overall 

coordination of CE 
• Will there be an emergence of a public private partnership as a long-term 

model for CE in the U.S.
• What are the relative priorities of research questions

What to 
Watch for

Actions to 
Consider

• Enhance grants management capabilities to improve the efficiency of studies
• Improve the dissemination of CE results with consumer communication 

portals and clinician tools
• Develop coordination approaches and services to help NIH Institutes and 

Federal Health Agencies collaborate in research
• Support VA, DoD, and IHS leverage their EHRs to make CE more cost 

effective and expeditious
• Develop a long-term sustainability model for CE
• Identify a suitable future organizational model (e.g., public private partnership) 

that promotes transparency and consumer trust 
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Key takeaways

• Comparative effectiveness (CE) is one of the most disruptive 
components of health reform

• CE is complex, and it is still being shaped by policy makers

• Despite the controversies about cost effectiveness, CE will certainly 
have an impact on cost; it’s not a matter of whether; it’s a matter of when

• Multiple factors will influence the scope and adoption of CE

• CE implementation creates both challenges and opportunities for the 
health care industry

• CE calls for reexamination of business models for the health care 
industry; to get ahead, stakeholders should approach CE proactively, 
rather than defensively
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Contact information
For more information, please contact:

Pam Fromelt, R.N., Strategy & Operations
Deloitte Consulting LLP
pfromelt@deloitte.com
312-925-5814

Barbara Haddock, R.N., Strategy & Operations 
Deloitte LLP
bhaddock@deloitte.com
404-626-9799

Paul H. Keckley, Ph.D., Executive Director, 
Deloitte Center for Health Solutions
pkeckley@deloitte.com
202-220-2150 

For more information on the Center's latest report, please visit: 
www.deloitte.com/U.S./comparativeeffectiveness

And visit our website to subscribe to our content:
www.deloitte.com/CenterforHealthSolutions/subscribe

mailto:pfromelt@deloitte.com
mailto:bhaddock@deloitte.com
mailto:pkeckley@deloitte.com
http://www.deloitte.com/us/comparativeeffectiveness
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This presentation contains general information only and is based on the experiences and 
research of Deloitte practitioners. Deloitte is not, by means of this presentation, rendering 
bU.S.iness, financial, investment, or other professional advice or services. This presentation 
is not a substitute for such professional advice or services, nor should it be U.S.ed as a basis 
for any decision or action that may affect your bU.S.iness. Before making any decision or 
taking any action that may affect your bU.S.iness, you should consult a qualified professional 
advisor. Deloitte, its affiliates, and related entities shall not be responsible for any loss 
sU.S.tained by any person who relies on this presentation. 
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