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Disclosures 

• NEHI is a 501 c 3, non-profit health policy think tank 

• NEHI’s budget is supported by membership dues from approximately 65 member 
organizations that include health care provider, payer, patient advcoate, pharmacy, and 
biopharma companies and trade associations. 

• NEHI’s recent projects on value-based arrangements for pharmaceuticals have been 
sponsored by multiple companies that include major pharma companies. 



Life Before COVID-19:
Drug Pricing, Drug Value, Alternative Contracting 
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Growth in Specialty Pharma Spending 
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Health Affairs, November 2020 
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Steven C. Hill, G. Edward Miller, Yao Ding, “Net Spending on Retail Specialty Drugs Grew 
Rapidly, Especially for Private Insurance and Medicare Part D,”  Health Affairs, November 2020
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American Hospital Association
“Recent Trends in Hospital Drug Spending and Manufacturer Shortages,” January 15, 2019



Payers’ Challenge: Launch Price and……

• Budget impact 
• Actuarial risk of coverage 
• Impact on year-to-year insurance 

premiums 
• Real World effectiveness and 

durability
• Health care utilization associated with 

the therapy (example: therapies 
administered at FDA-certified “centers 
of excellence”) 

• Cost and administrative burden of 
alternative contract methods 



Different States, Different Approaches



Insulins 

• An extreme example of the “gross-to-net bubble”
• Failure of rebate reform sparks legislation to cram down 

both prices and rebates (see bipartisan Insulin Price 
Reduction Act, Shaheen/Collins/Carper/Cramer) 

• A growing number of states move to cap patient out-of-
pocket costs for insulin   

• Manufacturers creating special offers: expanded patient 
assistance, lower-cost options, renewed marketing of 
“regular” insulin 

• Some commercial health plans and some self-insured 
employers move to low-cost/no-cost sharing for insulins 

• States, manufacturers and insurers move to facilitate 
emergency access to insulin at the pharmacy  

Minnesota insulin caravan to Canada 
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February 2020  
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March 2020

COVID Pandemic: 
Drug Pricing, Drug Value, Alternative Contracting 

Now What?
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Still a “complex, opaque, third-party payment system*….” 

13*Adam J. Fein, (Drug Channels Institute), Wall Street Journal, February 3, 2019



The Rx Dilemma - It’s Not Monolithic  

• Older sole source/no competitor drugs 
(think Martin Shkreli) 

• New drugs and launch prices   

• Year-to-year price increases of branded drugs

• Rebates: Where do they go, who gets them? 

• Book-and-bill payment: reform or not? 

• Insulins

Multiple Issues



Multiple Solutions on Offer

• Expedite or incentivize competition
• FDA speeds up generic approvals
• CREATES Act (enacted December 2019) 

• Mandate transparency
• Mandated disclosure of pricing and 
cost data; state-level reviews of pricing 

• Reduce, cap or eliminate out-of-
pocket costs 

• Eliminate rebates or pass rebates 
through to customers/patients

• Drug importation 

• Do More of the Same 
• Formulary management 
• Utilization management 



Negotiation and Price Regulation 

• Set ceiling or reference prices
• Example: International Reference 

Price –based pricing  
• Penalties for non-cooperation by 

manufacturers

• Pay for value 
• According to value assessment (e.g. 

ICER assessments) , and/or
• Through value-based contracting 

• Reduce or eliminate book-and-
bill reimbursement to providers

• An emerging theme: exercise or 
create public rights of access

• Government march-in rights
• Patent limitations or revocations
• Conditional FDA approvals     

• For therapies that are very high 
cost (unavoidably, justifiably, or 
not): utilization financing and 
underwriting

• Payment-over-time finance ( see MIT 
NewDigs initiative and “precision 
financing” concept) 

• Reinsurance pools and new stop loss 
policies for coverage of novel drugs   



Biden Platform vs. Republican Senate

• Government negotiation of drug prices for Medicare and other payers 

• Independent review board to conduct an assessment of fair price 
• Elements of the review that could be in play:

• Value assessment as per ICER? 
• Utilization of the German value assessment and price negotiation process? 

Low odds of success in a Republican Senate? 
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Drug Pricing Legislation 2019-2020 

• U.S. House Democrats – “Lower Drug Costs Now Act” (H.R. 3 - the ”Pelosi Bill”) Medicare 
OOP cost caps; for Medicare and available to all payers: drug price inflation cap, HHS negotiation on price of 
up to 250 drugs-priced within 120% of an IPR, penalties for mfr non-cooperation; unclear how many new, 
novel drugs would be negotiated  

• U.S. House Republicans – “Lower Costs, More Cures Act” Medicare OOP cost caps, require 
manufacturers to provide notification and explanation of list price hikes exceeding 10% in a given year or 
25% over 3 years, separate Medicare OOP cost cap for insulin 

• U.S. Senate Finance Committee –”Prescription Drug Pricing Reduction Act”  (Grassley-
Wyden)  Medicare OOP cost caps, drug price inflation cap, mandated drug pricing transparency including 
disclosures on drug launches that would cost Medicare patients their full OOP obligation, formalized 
authority for states to opt-into Medicaid value-based arrangements via supplemental rebates.

• Trump Administration – “American Patients First” Drug Pricing Blueprint and related 
proposals ”Most favored nation” pricing for high cost drugs in Medicare Part B and D; shift away from 
Medicare Part B buy-and-bill; allow drug importation; endorse Medicare OOP cost caps; required insurer 
disclosure of negotiated prices for drugs (rule finalized 10/29/20)

• Insurer, PBM and drug manufacturer initiatives PBMs offering rebate pass-throughs, specialized 
stop-low and reinsurance for high-cost novel drugs



Still A Steady Stream of Next Generation Therapies 
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Current projections:

Gene and cell therapies, 
regenerative medicine, 

immunotherapies, other 
advanced or complex 

treatments 

Asher Mullard, “2010 FDA Drug Approvals,” Nature Reviews-Drug Discovery, January 2020  

FDA Drug and Biologics Approvals 



Pending CMS Rulemaking on Medicaid Best Price and Value-
based Arrangements 

An arrangement or agreement intended to align pricing and/or payments to an observed or 
expected therapeutic or clinical value in a population (that is, outcomes relative to costs) and 
includes (but is not limited to):

• Evidence-based measures, which substantially link the cost of a drug to existing evidence of the 
effectiveness or potential value for specific uses of that product, and/or

• Outcomes-based measures, which substantially link payment for the drug to that of the drug’s 
actual performance in a patient or a population, or a reduction in other medical expenses.”

Notice of Proposed Rule Making: Medicaid Program; Establishing Minimum Standards in Medicaid State Drug Utilization Review (DUR) and Supporting Value-Based Purchasing (VBP) for Drugs Covered 
in Medicaid, Revising Medicaid Drug Rebate and Third Party Liability (TPL) Requirements, June 19, 2020
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Pending CMS Rule on Medicaid Best Price

• Goal of the rule is to provide further incentive for value-based 
arrangements in both commercial insurance and in Medicaid

• Unfavorable reaction from Medicaid state directors and Medicaid 
pharmacy directors 

• Proposed rule generally viewed by other stakeholders as too 
operationally complex
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A VBA Innovation Agenda 
Promote experimentation with VBAs that address

• Serious illness among children
• Serious unmet needs among vulnerable patients
• Gaps in optimal use of chronic disease medications
• Integration of pharmaceuticals and services 
• Patient input on VBA design 
• Greater use of patient-centered outcome metrics
• Payer agnostic VBAs
• VBAs adjudicated with third party or shared data 

sources 

Innovative VBAs That Respect Medicaid’s Needs

22October 2020
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