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The Value of Diagnostic Tests When Treatment is Not Optimal:  
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Diagnostic Panels for Infectious Diseases



Disclosure/Disclaimer

• Cepheid provided support for my research to prepare this talk.

• The views expressed are my own.



Key Points

• In general, our—largely cost-based—coverage and reimbursement 
policies for diagnostic tests fail to reward value creation adequately.

• Specifically, coverage and reimbursement policies for multi-assay 
molecular diagnostic panels under-estimate their potential value to 
patients and society at large.



Key Features of Diagnostic Tests as Economic Goods

• Payment/reimbursement is often “cost-based” through linkage (”cross-walk”) to 
existing tests rather than “value-based.”

• A diagnostic test-drug combination creates greater value through the combination: 
but there is no set rule or practice for attributing the value share to the test vs. the 
diagnostic.

• Diagnostic tests provide information and thus reduce uncertainty, which is valuable in 
its own right.

• The diagnostic information on infectious diseases generated for specific individuals 
can have broader public health implications and thus societal value.



What is “Value”?
• From an economic perspective:
• Value is what someone is (actually) willing to pay or forgo to obtain 

something (opportunity cost)

• Implications:
• Varies across individuals and over time
• Difficult to measure in health care because of insurance
• In principle, we would ask a plan member about their willingness to 

pay the incremental insurance premium (or taxes).  In practice, the 
amount is too small to be estimated reliably.



1. Value-based, flexible pricing in both Dx and Tx markets would provide a 
stronger incentive than currently exists for linked Dx-Tx innovation (ie, 
personalized medicine).

2. IP protection for Dx, coupled with value-based pricing, is an important 
factor in providing a financial incentive to develop the Dx needed to 
support personalized medicine.

3. The incentive for Dx and Tx companies to team up ex ante to develop a 
linked Dx-Tx could be affected by the relative IP protection in the two 
markets.
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Challenges in Assessing Economic Value of Multi-Assay Molecular 
Diagnostic Panel:  Simplified Example—Two-Assay Respiratory Test

A. COVID-19
ASSAY

B. Untreatable
Contagious 
Virus

• Suppose the cost of the dual-assay (A+B) is $40 and each would cost $20 as a 
single assay.

• What if payer will not pay for the dual but only for the single A?
• This implies a loss of:
• Suppose COVID-19 is negative, patient will not know if he/she has B
• Society will not know if patient has B.  This affects public health policies 

such as social distancing.



Conclusion

• In evaluating the impact of multi-assay PCR panel tests on patients and 
on society, we need to take a broader perspective that considers the 
both value of knowing from diagnostic information as well as public 
health impacts.

• The current system of coverage and reimbursement is cost-based—not 
value-based—and thus does not provide adequate support for diagnostic 
test innovation.
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