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Disclaimer

This presentation reflects the views of the speaker and should not be construed to 
represent FDA’s views or policies.



Pricing Strategies Worldwide

WAC
AWP
AMP

External price benchmark
Internal reference pricing
Volume-based pricing
Pricing based on PE 
assessment



Pricing Strategies in the US Drug 
Supply Chain

Source: Reimbursement benchmarks and bases for prescription drugs. http://www.amcp.org/MapE/



Source: http://drugbenefitsolutions.com/prescription-costs/

List or Transaction Price?



Benchmark Criteria

Curtiss, Frederic R. What is the price benchmark to replace average wholesale price (AWP)? Journal of Managed Care Pharmacy 16.7 (2010): 492-
501.
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Accessible Timely
Administratively 

simple Comprehensive Easily understood Transparent Trustworthy

AAC 

AMP 

ASP   

AWP   

EAC

FUL  

MAC 

MLP

WAC    

NADAC   

AAC – actual acquisition cost AMP – average manufacturer price ASP – average sales price NADAC-national average drug acquisition cost

AWP – average wholesale price EAC – estimated acquisition cost FUL – federal upper limit

MAC – maximum allowable cost MLP – manufacturer list price WAC – wholesale acquisition cost





• “…cost prices should be 
jurisdiction specific because of 
differences in relative or absolute 
price levels among jurisdictions”…

• but there can be different pricing 
strategies and benchmarks within 
the same jurisdiction

Key issues for drug pricing data
 Data availability and methodology
 Transparency in reporting
 Limits comparability and generalizability 

of results
 Differences in cost-effectiveness 

estimates 
 Interpretation of the value of therapies
 Economic evidence to inform decision-

making in a particular population or 
treatment setting

 Inefficient use of scarce health care 
resources

Issues for Stakeholders



Policy Implications for Stakeholders

• Comparative claims in promotion and advertising
– Drug sponsors are permitted to include truthful, non-misleading information about 

the price of their products
• Price comparisons should include contextual information such as the two drugs are not 

comparable in terms of safety and efficacy, as well as information on the source and date 
of pricing information

• Further substantiation needed for claims about “cost savings” or “lower treatment cost”
– Brand vs generic products, which have been found to be interchangeable

• Price differences within therapeutic classes 
• Increases in pharmaceutical expenditure
• Changes to manufacturers launch strategies
• Access to medications 
• Reduction in gross margins to pharmacies
• Pharmaceutical pricing and reimbursement policies

– Overpayment of ingredient costs for drugs by state Medicaid agencies
– Increasing cost sharing by patients 

• Information sharing and price transparency
– rebates and discounts which may differ by type of purchaser



• Example: Notice of Violation 
issued for

Miralax (polyethylene glycol 
3350 NF powder)

– Mar 29, 2001

Example: Comparative 
Promotional Claims 





Clinical Studies



Value Claims in Promotional Materials



Standardization Towards a Single 
National Pricing Benchmark? 




