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Generic + Biosimilar Medicines Conference

Emerging State Legal Issues



State Drug Pricing and Access Laws

- Introduced 2019/
Expected 2020

*MD — 2017 law found unconstitutional
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Scope of State Civil Enforcement Actions Impacting Generics and Biosimilars

Traditional single state enforcement Multi-State Action by Attorneys General
actions « Tobacco MSA as the model
« Medicaid Fraud and Control » Allows state Attorneys General to conserve
By state Attorney General, sometimes resources and share investigative information
upon referral from state Health Services (including civil subpoena responses)
cabinet or agency « Note: Information provided pursuant to
« Consumer Protection penalties subpoena or civil investigative demand (CID)
- State Attorney General actions pursuant is often shared with other states

to a CP, UDAP or mini-FTC statute
» Statutory penalties per misrepresentation
with no reliance or causation required
« State Antitrust Enforcement

Expanding Regulatory Authority in the States
Price “gouging” statutes

» Transparency and Notice Statutes

« State Affordability Boards

« Limits Upon Patent Settlements
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Concerning Trends in State Drug Pricing and Access Legislation

Transparency
« Advanced Notice of Price Increases — CA, WA
« Justify/explain price increase — CA, CT, MD, NV, OR, VT, WA
- inclusion on state list or triggered by threshold price increase
« Reporting for new drugs over a S threshold — CA, OR, WA

Price Controls
« State affordability boards to set ceiling on price — MA, MD

Biosimilar and Generic Market Entry and Competition
« Notice of aBLA application upon Action Date — CT
» Restrictions on patent settlement agreements — CA

Expanded State authority
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QUESTIONS?
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