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HR 5311

Prescription Drug Affordability Act

Congress: 107 (2001—-2003, Ended)

Chamber: House

Policy Area: Health

Introduced: Jul 26, 2002

Current Status. Referred to the Subcommittee on Health.

Latest Action: Referred to the Subcommittee on Health. (Jul 29, 2002)
Official Text: https://lwww.congress.gov/bill/107th-congress/house-bill/5311

Sponsor

Name: Rep. Thune, John [R-SD-At Large]
Party: Republican < State SD ¢ Chamber: Senate
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Bereuter, Doug [R-NE-1]
Calvert, Ken [R-CA-43]
Emerson, Jo Ann [R-MO-8]
Goode, Virgil H., Jr. [I-VA-5]
Goodlatte, Bob [R-VA-6]
Gutknecht, Gil [R-MN-1]
Hoekstra, Peter [R-MI-2]
Kingston, Jack [R-GA-1]
Manzullo, Donald A. [R-IL-16]
Northup, Anne M. [R-KY-3]
Berry, Marion [D-AR-1]
Ganske, Greg [R-1A-4]

Moore, Dennis [D-KS-3]
Turner, Jim [D-TX-2]
Boozman, John [R-AR-3]
Crowley, Joseph [D-NY-7]
Shows, Ronnie [D-MS-4]
Bartlett, Roscoe G. [R-MD-6]
Bono, Mary [R-CA-44]
LaTourette, Steven C. [R-OH-19]
Ross, Mike [D-AR-4]

Barcia, James A. [D-MI-5]
Stenholm, Charles W. [D-TX-17]
Jones, Walter B., Jr. [R-NC-3]
Morella, Constance A. [R-MD-8]
Bass, Charles F. [R-NH-2]
Davis, Jo Ann [R-VA-1]
Phelps, David D. [D-IL-19]
Platts, Todd Russell [R-PA-19]
Smith, Nick [R-MI-7]

Ramstad, Jim [R-MN-3]

Committee Activity

Committee

Energy and Commerce Committee
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Chamber

House

Activity
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Related Bills

No related bills are listed.

Summary (as of Jul 26, 2002)

Prescription Drug Affordability Act - Amends the Federal Food, Drug, and Cosmetic Act to revise provisions concerning
the timing of generic drug availability.

Requires applicants (pharmaceutical companies) to register their patents with the Food and Drug Administration (FDA)
within 30 days of approval (or issuance for subsequently issued patents).

Makes failure to timely register a bar to civil actions for patent infringement.

Requires applications for new drugs (NDA) or abbreviated new drug applications (ANDA) which rely upon investigations
not conducted by or for the applicant and which concern a patent that claims both the drug and a method of use or more
than one method of use to include a certification on a claim-by-claim basis that the patent is invalid or will not be infringed
(known as a Paragraph |V filing/certification) by the new drug's (generic) manufacture and a statement regarding the
method(s) of use claim.

Prohibits (for subsequently issued patents) an extension of the 30 month stay of FDA approval for any new drug where
an ANDA or NDA contains a Paragraph IV filing/certification and the patent holder indicates an intention to bring a patent
infringement suit against the new (generic) drug's manufacturer.

Makes failure to timely file a civil action for infringement a bar to later action.

Requires the first generic applicant with a Paragraph IV filing to forfeit the 180 day marketing exclusivity period to a
subsequent generic applicant if the first generic applicant engages in certain behaviors (forfeiture events) which delay or
prevent the marketing of the generic drug.

Revises notice requirements for Paragraph 1V filings to include and protect certain proposed formulation, composition, or
method of use information.

Excludes an applicants's ability to pay damages from a court's consideration of whether or not to provide injunctive relief
before the expiration of the 30 month stay of approval period.

Actions Timeline

e Jul 29, 2002: Referred to the Subcommittee on Health.
e Jul 26, 2002: Introduced in House
e Jul 26, 2002: Referred to the House Committee on Energy and Commerce.
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