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Basic Background

· The Hatch-Waxman Act (formally known as the Drug Price Competition and Patent Term Restoration Act of 1984 "included a two year limitation for patent term restoration for pipeline drugs" (drugs undergoing FDA review).  "The limitation reflected an expected FDA average approval time of slightly more than 2.25 years.  But it later turned out that several drugs were caught in the regulatory approval pipeline much longer. Since 1984, Congress has occasionally enacted special legislation to deal with individual cases of inequities discovered in the implementation of Hatch-Waxman.  In each case, Congress concluded that the general rules adopted in 1984 were insufficient when applied to a particular situation…Congress needs a better way of addressing inequitable -- or potentially inequitable -- situations in which regulatory delay has diminished the useful life of a patent.  Congress, in short, needs to enact a process to handle these issues rather than tackling each situation on an ad hoc, case-by-case basis." {Bryant's testimony before the Subcommittee on Courts and Intellectual Property, Hearing on H.R. 1598, The Fairness in Drug Patenting Act, July 1, 1999} 

· Patents for drugs begin when the drug is introduced not when the drug is approved.  When the FDA takes a really long time to approve a drug the process cuts in to the term of the drug's patent.  In the midst of Hatch-Waxman, there were about 9-11 drugs that were caught in the FDA approval process, with the FDA taking much longer than expected to approve the drugs.  Two to four of these drugs came off patent prior to being granted any extension.  H.R. 1598 addresses the seven remaining pipeline drugs that were caught in the approval process when Hatch-Waxman was passed.

Prior Activity on the Issue 

· They sought a patent extension for Claritin (Schering-Plough), attaching the extension to an appropriations bill.  It didn't work.  Word got out that there was a patent extension in there and some members objected.  

Advocacy Activities Undertaken

· Bryant and McDermott sent a "Dear Colleague" (see the copy). 

· They tried to get a hearing on the bill in the Judiciary Committee's Subcommittee on Contracts and Intellectual Property; they got the hearing in July.  They pushed for this so that no one accuses them of skipping any part of the process (hearing, mark-up, etc.).  When you skip, it gives people a reason to oppose what you're doing.

· They are seeking cosponsors -- currently they have 60 which is pretty good.  They want as many as possible so that if the bill comes to the floor, the leadership might be willing to schedule a vote -- they only schedule votes on bills that will pass.  Otherwise it's "bad politics." 

· "Schering-Plough and the other drug companies are doing a lot of the work.  They get their employees to bug their representatives to cosponsor the bill.  And, they hire lobbying organizations to target members on their behalf -- that's the usual thing."  Usually you hire a lobbying organization that has ties to the members you want to target.

Future Advocacy Activities Planned

· "They are taking things one step at a time -- maybe get a mark-up, keep adding cosponsors."

Key Congressional Contact(s)/Champions

Not relevant.

Targets of Direct Lobbying

None.

Targets of Grassroots Lobbying

None.

Coalition Partners: Names/Participants

· Schering-Plough (not a formal coalition)

· Representative McDermott (D-WA), a bill cosponsor

Other Participants in the Issue Debate

· Senator Robert Toricelli (D-NJ) has introduced a companion bill in the Senate.

· Representative Henry Waxman (D-CA) is opposed to the bill

Ubiquitous Argument(s) and Evidence

· "Since 1984, Congress has occasionally enacted special legislation to deal with individual cases of inequities discovered in the implementation of Hatch-Waxman.  In each case, Congress concluded that the general rules adopted in 1984 were insufficient when applied to a particular situation…Congress needs a better way of addressing inequitable -- or potentially inequitable -- situations in which regulatory delay has diminished the useful life of a patent.  Congress, in short, needs to enact a process to handle these issues rather than tackling each situation on an ad hoc, case-by-case basis." {Bryant's testimony before the Subcommittee on Courts and Intellectual Property, Hearing on H.R. 1598, The Fairness in Drug Patenting Act, July 1, 1999} 

· When the FDA takes a really long time to approve a drug the process cuts in to the term of the drug's patent.  In the midst of Hatch-Waxman, there were about 9-11 drugs that were caught in the FDA approval process, with the FDA taking much longer than expected to approve the drugs.

· "Patent protection is a constitutional right, it's in the Constitution."

· "Drug companies do a lot of research -- they spend around $5 million to bring their drugs to market so they should be able to reap a reasonable profit."

· "The generics don't do as much research. Generics have a generic version ready as soon as a drug comes off patent." 

Secondary Argument(s) and Evidence

None mentioned.

Targeted Arguments, Targets, and Evidence

None mentioned.

Nature of the Opposition

· The generic firms want drugs to "come off patent" as quickly as possible, especially when the drug is widely used and popular.

· "Waxman would like drugs to come off patent as soon as possible because drugs cost too much.  He's trying to ratchet up seniors' groups and others who want to hold down health care costs."  

· There's a generic drug caucus.  It's the generic industry's effort to stop the bill.

· The Senate is a roadblock.  If even one senator opposes something they can try to filibuster or otherwise hold things up.

· "There's probably not opposition on the House side but I don't know where the leadership stands on this."

Ubiquitous Argument(s) and Evidence Articulated by the Opposition 

· Drugs are expensive so the sooner they come off patent and can be produced by generic firms, the better for consumers.

Secondary Argument(s) and Evidence Articulated by the Opposition

None mentioned.

Targeted Argument(s) and Evidence Articulated by the Opposition (and Targets)

None mentioned.

Described as a Partisan Issue

No.

Venue(s) of Activity

· House Judiciary Committee, subcommittee on Courts and Intellectual Property

· Senate Judiciary Committee, subcommittee on Courts and Intellectual Property

Action Pending or Taken by Relevant Decision Makers

· Representative Bryant introduced the Fairness in Drug Patenting Act in April and there were hearings in July.

Policy Objective(s) and Support for/Opposition to the Status Quo

· The bill [H.R. 1598] gives the Patent and Trademark Office authority to review the length of the FDA approval process for pipeline drugs to determine whether the patent for the drug should be extended because of an overly long approval process at the FDA.

Advocate’s Experience: Tenure in Current Job/Previous Experience

· He has been in Bryant's office since Bryant was elected in 1994.  He had worked for Don Sundquist who previously held the seat and is now governor of Tennessee.  He was going to head to Nashville with Sundquist but he was offered the job as Bryant's Legislative Director after having been a Legislative Assistant in Sundquist's office (currently he is Deputy Chief of Staff in Bryant's office).  He attended the same small college that Sundquist attended in Illinois and was an intern in Sunquist's office.  He couldn't find a job on the Hill when he first graduated so he worked as a teacher of Latin and Government in Middleburgh, Virginia.  Then he worked for the advocacy group, Citizens for a Sound Economy.  He had kept in touch with Sundquist's office and they offered him a job when they had an opening.

Miscellaneous

· I don't understand why certain drugs being in the pipeline when Hatch-Waxman was passed is relevant.  That is, I don't know what Hatch-Waxman did for patents that somehow exempted these drugs.

· He mentioned the name of someone who he thought was a member of the generic drug caucus -- sounded like Alan Molihan but there's no one by that name in Congress.  Check if it's Daniel Moynihan.    
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