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Topics Today
• Overview of Pharmaceutical Sector

• Concerns with  PBM Business Practices
• State Responses to Concerns 





Rx Industry Legal and Regulatory Framework
• Food and Drug Administration, Health and Human Services Department

• Licenses prescription drug products
• New Drug Application (small molecule)
• Abbreviated New Drug Application (AND, generics small molecule
• Biologics License Application (large molecule, biologics and biosimilars)

• Monitors Safety
• Adverse Events Database
• Sentinel System
• Good Manufacturing Practices/physical plant inspections

• Centers for Medicaid and Medicare Services, HHS

• States license supply chain -- wholesaler to end purchasers
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Basics of Product Supply Chain
Manufacturing Plant

Wholesaler & Regional 
Distributor

Hospitals, Pharmacies, 
Nursing Homes, etc. 

Specialty Pharmacy

Doctor, Hospital 
Outpatient, Hospital 

Inpatient
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Specialty Pharmacy 
can be wholesalers, 
PBMs, hospitals, 
provider groups, and 
pharmacies



Who Does What? Manufacturers
• Bringing Drugs to Market

• Set the price 

• Can lease the drug license
• Sales and marketing, life cycle management
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Who Does What? Wholesalers 
• Buy in large quantity 

• Store Rx
• Sell and Ship 

• A wholesaler can have other roles 

• Are state licensed and FDA-registered
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Who Does What? PBMs (or Insurers without PBM) 
• Create pharmacy networks 

• Operate formulary

• Reimburse pharmacies and providers 

• Operate/Corporate Link to Mail Order Pharmacy and Specialty Pharmacy
• Collect manufacturer price concessions 
• States recently started to license PBMs 
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Who Does What? Insurers

• Contract with PBMs 

• Why contract with PBMs?

• Set overall premiums

• Run grievance and appeals 
• Are state licensed 
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Who Does What? Pharmacies
• Retail pharmacies 

• Specialty pharmacies 

• Pharmacies can be
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Sets list price and 
volume-based 
wholesale discount

WholesalerWholesaler

On invoice discounts 
based on volume.  
Buys @ WAC

Regional 
Distributor
Regional 

Distributor

On invoice discounts 
based on volume.  
Buys @ WAC plus

Pharmacies, 
Doctors, and 

Hospitals

Pharmacies, 
Doctors, and 

Hospitals

On invoice discounts 
based on purchase 
volume.  Buys @ 
~AWP minus

ManufacturerManufacturer

Chargebacks
Insurers/  

PBMs Pay @ 
~AWP minus

Basics of Brand Rx Discounting
*Discounts are “up front” on the invoice
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Basics of Manufacturer Rebates

PBMS
Manufacturers Insurers

Volume & Tier 
Rebates Passed thru 

Rebates

Negotiate & Bill for 
Rebates 

Hospitals

Pays rebates for 
volume or exclusivity

Outpatient 
Pharmacies

Reimburses product  
cost & professional 
fee

Reimburses PBM 
pharmacy spend

Rebates occur after 
dispensing or
sale Horvath Health Policy, Innovations in Healthcare Financing Policy



PBM Business Practices



PBM Business Practice Concerns (1)
• Disadvantage independent and regional pharmacy chains

• Inappropriate patient pay and access policies

• (outlawed in most states and now outlawed at federal level for ERISA, Medicare and 
Medicaid, and Exchange Plans)
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PBM Business Practice Concerns (2)
• Lack of Transparency to Health Plan Clients

• level of rebates obtained from manufacturers
• percentage share of rebates retained by PBM
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State Government Responses (1)
• Trend:

• 2012-2013 
• 2015-2017

• 2017

• 2018 
• 2019 
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State Statutory Constructions
• Insurance Statute: 

• New PBM Statute:

• Licensure and/or permits 
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State Law Policy Approaches:
Fair Dealing 

• Business relationships with health plans

• Business relationships with pharmacies
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State Law Policy Approaches:
Transparency

• PBMs report financial information

• PBMs report to state government

• PBM reports to health plans
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State Law Policy Approaches:
Medicaid and State Employees

• Medicaid/Medicaid MCO 
• Consolidate pharmacy operations at state level 
• New contract rules for transparency and spread pricing

• State employees
• New contract rules for transparency and spread pricing
• Reverse Auctions
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