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A New Model For Determining What 
Works In Health Care

• Establish National Clinical Effectiveness 
Assessment program

• Identify and evaluate clinical services 
with highest potential effectiveness

• Recommend process to evaluate 
research and evidence

• Recommend organizational frame-work 
for evidence-based clinical policy 
development



Company Confidential  |  For Internal Use Only  |  Do Not Copy 3

Clinical Conditions
Oncology
HIV/AIDS
Multiple Sclerosis
Rheumatoid Arthritis
Hemophilia
Hepatitis C
Respiratory Syncytial Virus
Infertility
Gaucher’s Disease
Crohn’s  Disease
Immune Disorders
Growth Hormone Deficiency
Pulmonary Hypertension
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Increasing Specialty Drug Development 
and Associated Costs

• Highly sophisticated protein structures derived 
from recombinant DNA technologies, most 
often given by injection or infusion. 

• Specialty pharmaceuticals now represent 24% 
of all drug costs, projected to 37% by 2020

• Expenditures exceed $73 billion annually, 
rising at twice the rate of conventional drugs

• Average cost per prescription is nearly $2,000, 
with annual treatment costs ranging from 
$5,000 to $350,000 

• Over 600 specialty drugs in development for 
100 different diseases, including

250 for cancer,

160 for infectious diseases, 

60 for autoimmune diseases,

35 for HIV/AIDS
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The Need for Evidence-Based Care: 
Diagnosis and Treatment of Breast Cancer

• Bone marrow transplantation (BMT) 
for breast cancer entered medical 
market in the 1980s before 
meaningful effectiveness studies were 
done

• Between 1988-1998, 30,000 
procedures and $5 Billion in medical 
costs

• Congress and States enacted 
mandatory coverage legislation in 
1994

• 1999 research showed no difference 
in survival and lower quality of life

• Delayed research and introduction of 
promising therapies

• 215,000 new breast cancer cases 
annually; 25-30% of women with 
breast cancer express the HER2 
protein

• Trastuzumab (Herceptin®) is a 
recombinant DNA monoclonal 
antibody that targets tumor cells that 
over express the HER2 protein

• In 2005, two new major clinical trials 
expanded indications for this 
biotechnology

• Within two weeks, WLP Hematology- 
Oncology Medical Policy & 
Technology Assessment 
Subcommittee evaluated results and 
adopted new medical policy 
consistent with reported clinical 
studies

History: Bone Marrow Transplant Today: HER2 Genetic Testing
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Establishing the Evidence Base: 
Medical Policy and Technology Assessment

• Corporate medical policies are the foundation for clinical decision making

• Assess effectiveness, promote evidence-based care, inform national health policy

• Engagement of medical specialty societies (33) and academic medical centers; 
consideration of community practice patterns and standards 

• “Technology Compendium” promotes consistency across the BCBSA

Medical Policy and Technology Assessment determines coverage 
decisions that promote evidence-based care and proven science

ADVISORY COMMITTEE ON 
IMMUNIZATION PRACTICES

Scientific Statements and 
Practice Guidelines
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Evidence-Based Medicine: 
WellPoint Medical Policy and Process

*The Hematology/Oncology Committee¹ (HEM/ONC), Medical Policy & Technology 
Assessment Committee² (MPTAC) and Behavioral Health Committee³ include external 
physician representation

Internal 
Review

Health Plan 
Research & 
Evaluation 

of Evidence

Policy 
Formation

Trigger 
New or 
Revised 
Policy

Specialty 
Societies

Academic 
Medical 
Centers

Practicing 
Experts

Review by 
MPTAC* 

Review by 
Behavioral 

Health 
Sub- 

Committee*

MPTAC 
Adoption of 

Policy or 
Guideline 
Position

Posting 
Policy 

Positions 
on the 

Internet

Monitor 
Policy 

Outcomes

Request 
by 

Network 
Provider

Request 
by 

Specialty 
Societies

Request 
by 

Practice 
Experts

- External Engagement

Review by 
HEM/ONC 

Sub- 
Committee 

*

Request 
by 

Vendors

Annual Policy Review

Changing Practice Patterns

FDA Decisions

New TEC Findings

- Decision Making



Company Confidential  |  For Internal Use Only  |  Do Not Copy 7

Medical Policy Transparency

• All policies available via 
Plan websites

• Accessible by network 
physicians

• Includes background, 
coding, and definitions

• Detailed rationale 

• References to: 
Peer-reviewed journals
Other authoritative 
publications

• Comprehensive revision 
history
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Key Medical Policy Considerations for 
Genetic Tests

Is there incremental health 
benefit compared to current 
care / not performing test?

Does the test reliably link 
the specific genetic 

variation with a relevant 
clinical attribute?

Does the test accurately 
determine presence or 

absence of specific genetic 
variation?

Analytic and 
Diagnostic 

Validity

Clinical 
Validity

Clinical 
Utility
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Examples of Medically Necessary 
Genetic Tests  

• GENE.00001: Genetic Testing for Cancer Susceptibility
Covers BRCA1 and BRCA2;  Hereditary Non-Polyposis Colorectal Cancer (HNPCC); Familial 
Adenomatous Polyposis (FAP); Medullary Thyroid Cancer; Multiple Endocrine Neoplasia Type 2, 
(MEN2); MYH-associated Polyposis (MAP)

• GENE.00002: Pre-implantation Genetic Diagnosis Testing
Pre-implantation genetic testing for individuals undergoing assisted reproduction technology 
procedures at risk for genetic mutations or aneuploidy

• GENE.00011:  Gene Expression Profiling for Managing Breast Cancer Treatment
Covered: OncoType DX to predict response to or need for additional chemotherapy 

Not Covered: MammaPrint, 76-Gene “Rotterdam signature” assay, or 41-gene signature assay

• GENE.00014 Analysis of KRAS Status in Metastatic Colorectal Cancer
Patients with wild-type (vs. mutant) KRAS gene respond significantly better to anti-EGFR drugs

Genetic tests are covered, when specified criteria are met, based on 
evidence of clinical utility and/or general acceptance by specialists
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Examples of Investigational or Not 
Medically Necessary Genetic Tests  

• GENE.00003: Testing / Biochemical Markers for Diagnosis of Alzheimer’s Disease
Not yet proven to reliably confirm diagnosis

Not yet proven to reliably screen asymptomatic patients with or without family history

• GENE.00006: Epithelial Growth Factor Receptor in Patients with Small Cell Lung Cancer
Net yet proven to reliably test for EGFR to predict treatment response to tyrosine kinase inhibitor therapy

• GENE.00007:  Cardiac Ion Channel Genetic Testing
Not yet proven to reliably diagnose, predict, or treat long QT syndrome and subsequent possibility of 
lethal cardiac arrhythmia

• GENE.00010 Genotype for Genetic Polymorphisms to Determine “Metabolizer” Status
Accurately identifies genetic make-up of patients

Insufficient evidence to predicts how well patient will metabolize and respond to (e.g.) warfarin; 
tamoxifin; 5-FU; cytochrome P450; thymidylate synthetase; and others

Tests are not covered due to lack of current evidence of clinical 
utility and/or likelihood of better health outcomes
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Balancing Risk and Reward

• Diagnose disease in patients

• Diagnose risk and 
predisposition to disease

• Diagnose prenatal disease

• Determine potential response 
to / benefit of pharmaceuticals

• Diagnose properties of cancer 
cells to better guide care

• False negatives may result in 
failure to seek necessary care 

• False positives lead to 
unnecessary services and 
avoidable anguish

• Accurate (but misleading):  
some patients may never 
develop condition

• Unsustainable costs

Potential Rewards Potential Risks



Company Confidential  |  For Internal Use Only  |  Do Not Copy 12

StudyStudy
DatabaseDatabase

“Real World” Research Drives Quality, Cost Effective Care
• Partnerships with health plans provide access to networks and data

• Integrates data sources for outcomes research and analysis

• Strong collaborative research relationships (Harvard, Kettering, Duke, USC)

• More than 110 research projects underway (breast cancer, asthma, 
rheumatoid arthritis, low back pain, acute coronary syndrome)

HealthCore: Outcomes Research and 
Advancing Medical Knowledge
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The Integrated Research Network: 
Disseminating “What Works” in Health Care

• Integrated medical and pharmacy claims data supplemented with 
physician-level clinical information 

• Two-way information exchange among physicians, hospitals, 
government agencies, insurers, and academic centers

• Rapid dissemination of research findings and implementation at 
care delivery to improve quality, cost-effective care delivery

Partnership with Clinical and Translational 
Research Institute (CTSI) at Indiana University 

and Purdue University

Collaborative research community to generate evidence-based 
clinical information and influence real-world care delivery
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Messaging the Patient: 
Closing the Gaps in Evidence-Based Care
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Promoting National Pharmaceutical Safety: 
The HealthCore Safety Sentinel System

Safety Sentinel System
• Analyzes medical, lab and pharmacy data from over 35 million members 

• Monitors safety of pharmaceuticals and other therapies after FDA approval

• Identifies safety risks associated with drugs and other health care decisions

• Allows health care professionals to make more informed decisions for their 
patients

National drug and vaccine safety surveillance system in 
partnership with FDA, NIH and premier academic institutions
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Advancing Health Care Quality and 
Safety Through Evidence-Based Care

Determine “what works” 
through comparative 

effectiveness and outcomes 
research

Close gaps in care and 
provide clinical 

information at the point of 
care

Continuously evaluate new 
technologies to establish 

evidence-based medical policy

To recognize true value of genetic technologies they must be 
proven and improve health outcomes

Disseminate clinical 
information to translate 

clinical research into 
clinical action


	Genetics: Promoting Quality, Safety, and Evidence-Based Care
	A New Model For Determining What Works In Health Care
	Increasing Specialty Drug Development and Associated Costs
	The Need for Evidence-Based Care: �Diagnosis and Treatment of Breast Cancer
	Establishing the Evidence Base:�Medical Policy and Technology Assessment
	Evidence-Based Medicine:�WellPoint Medical Policy and Process
	Medical Policy Transparency
	Key Medical Policy Considerations for Genetic Tests
	Examples of Medically Necessary Genetic Tests  
	Examples of Investigational or Not Medically Necessary Genetic Tests  
	Balancing Risk and Reward
	HealthCore: Outcomes Research and Advancing Medical Knowledge
	The Integrated Research Network: Disseminating “What Works” in Health Care
	Messaging the Patient:�Closing the Gaps in Evidence-Based Care
	Promoting National Pharmaceutical Safety:�The HealthCore Safety Sentinel System
	Advancing Health Care Quality and Safety Through Evidence-Based Care

