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Welcome to a New Congress!
116th Congress (2019-2020)

Biopharmaceutical Industry: IP Pressures
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Congressional Hearings
116th Congress (2019-2020)

House

• Oversight Committee: Several hearings on drug pricing 

• Energy and Commerce Committee: “Lowering the Cost of 
Prescription Drugs: Reducing Barriers to Market Competition”

• Ways & Means Committee: “Promoting Competition to Lower 
Medicare Drug Prices” 

Senate

• Finance Committee:  “Drug Pricing in America: A Prescription for 

Change, Parts I & II”

• Special Committee on Aging:  “The Complex Web of Prescription 

Drug Prices, Parts I & II”

Result: Multiple proposed bills pending on IP
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Small Molecule vs. Biologic

Orange Book Purple Book

Statutorily Required Not required by statute (FDA initiative)

List of approved small molecules List of approved biologics

List of all exclusivities List of some exclusivities

List of therapeutic equivalency codes Identification of whether interchangeable

List of patents claiming the drug or method of using the drug No patents listed

Hatch-Waxman BPCIA

Patents listed in Orange Book Patents NOT listed in Purple Book.  Patent that 

cover biosimilar are identified via the “patent dance”

Process patents not listed in OB Process patent directed to manufacturing biosimilars

currently makes up a large portion of patents 

litigated under BPCIA

Generic drug applicant can make a paragraph IV 

certification that patent is invalid, unenforceable or 

not infringed

No paragraph IV certification

Receipt by brand of the generics notice letter

typically triggers a lawsuit within 45 days

No requirement that biosimilar applicant provide a 

notice letter, but patent contentions are exchanged 

under the ‘patent dance’

If brand sues within 45 days of receipt of notice 

letter, Act provides a 30-month stay of FDA approval

No 30-month stay (i.e., no ‘patent linkage’)

First generic filer(s) eligible for a 180-day exclusivity No 180-day exclusivity
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BIOLOGIC PATENT TRANSPARENCY ACT 
S. 659

What Does it Seek to Address? Key Provisions

• Increase patent transparency

• Promote biosimilar competition

• Bring biosimilar treatments to 

patients faster

• Lower drug prices for 

consumers

• Deter use of ‘patent thickets’ 

and ‘evergreening’

• Retroactive

• Require listing of patents in the 

Purple Book (i.e., any patent for 

which the holder believes a 

claim of patent infringement 

could reasonably be asserted)

• FDA must transform Purple 

book into a searchable, useable 

database

• Failure to list results in inability 

to bring patent infringement suit 

under BPCIA

Considerations

How will this impact the so-called “patent dance” of the BPCIA?

Are listing requirements too broad?

Should it provide incentives rather than penalties?
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PRESERVING ACCESS TO AFFORDABLE GENERICS & BIOSIMILARS ACT

S. 64

What Does it Seek to Address? Key Provisions

• Limit anticompetitive “pay-for-delay” 

deals that prevent or delay the 

introduction of affordable follow-on 

versions of branded pharmaceuticals

• Spur competition to drive down 

prices

• Prohibit anti-competitive pay-for-delay 

deals that prevent the introduction of 

affordable generics

• Retroactive

• Presumption/Clear and Convincing 

Evidence Requirement

• In addition to generic drugs, includes 

“pay-for-delay” deals affecting 

biosimilar and interchangeable 

biologics

Consideration

Does the bill meet its intended goal of spurring competition?
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COMPULSORY LICENSE AS A PENALTY

Medicare Negotiation & Competitive Licensing Act (S. 377 & HR 1046)

What Does it Seek to Address? Key Provisions

Address prescription drug affordability

• Authorize HHS to negotiate Medicare Part D prices directly with 

pharmaceutical companies 

• Failure to negotiate appropriate price would allow HHS to issue a 

‘competitive license’ to another company

• Reasonable compensation provided to holder of exclusivity

Prescription Drug Price Relief Act (S.102 & HR 465)

Key Concern Key Provision

Address prescription drug affordability

• Require HHS to determine if the price of drug is excessive by 

looking at median price charged in 5 reference countries 

(Canada, UK, Germany, France, Japan).

• If HHS deems price excessive, it can grant an open, non-

exclusive license to a third party

• Reasonably royalty provided to holder of patent

Considerations

Are compulsory licenses the best tool to incentivize innovation and increase access?

What impact could a U.S. policy of threatening CLs have on international markets?
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