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Advocate Summary

Issue:  Extending the Patent Terms for Drugs Undergoing FDA Review During the Enactment of the Hatch-Waxman Act 

Advocate:  Generic Pharmaceutical Industry Association

Date of Interview: Monday, February 1, 1999
Basic Background

· Over the past few years we've been working primarily to counter the efforts by branded drug companies to extend patents on particular drugs.  Originally, we expected in the current Congress that we would be responding to efforts to revise or change the Hatch-Waxman Amendments to the Food, Drug and Cosmetic Act of 1984 (formally called the Drug Price Competition and Patent Term Restoration Act of 1984, PL 98-417).  When Hatch-Waxman was being deliberated, eight drugs that were still in the midst of the FDA approval process (the so called “pipeline drugs”) were given two additional years of exclusivity (exclusive rights/patent to produce the drugs).  This was a concession to the firms that had drugs in the pipeline.  I believe that the Pipeline Drug Amendment would be a non-issue if Claritin was not a “pipeline” drug.  Millions of dollars are at stake in the case of Claritin.  But it’s not a sexy issue right now.  There's more of a focus in this Congress on the issue of drug pricing and its relation to Medicare and the elderly.  Members of Congress aren’t likely to see an advantage in talking about extending patents on a wide array of drugs; Congress is concerned about the huge increases in drug prices and pharmaceutical firm profits now. 

· Schering-Plough is trying to extend its patent on Claritin.  Because Hatch-Waxman provides a timeline for the patent process and because Schering-Plough was already given two additional years of exclusivity under the Act, we perceive efforts to extend the patents on individual drugs as a way for the branded firms to get around the timeline in Hatch-Waxman.  On the other hand, Schering-Plough keeps saying they need additional years, about three years, of exclusivity (beyond the two granted by Hatch-Waxman) and that it’s not fair if they don’t get the additional years. This has been going on for about one and a half years – so far we've been successful in preventing the extension. 

.

Prior Activity on the Issue 

None mentioned.

Advocacy Activities Undertaken

· Most recently we used an issue advocacy ad in Roll Call to counter an ad by Schering-Plough.  This is the first time we ever used an advocacy ad. [See the copy of the ad run on 10/15/98].

· We are talking to members of Congress both directly and through our member firms. 

Future Advocacy Activities Planned

None mentioned.

Key Congressional Contact(s)/Champions

· Senators Leahy, Hatch, Schumer, Durbin, and Wellstone; Representative Waxman have been our main allies on this issue and have been our main contacts.

· Another ally who we've contacted is Representative Frank Pallone.  Currently, Pallone is introducing a bill called the Generic Drugs Access Act of 1999 which would prohibit states from passing laws that keep generic drugs off the market once the FDA determines its equivalency to a brand name drug.  Pallone is seeking cosponsors for this session of Congress.

Targets of Direct Lobbying

· Senator Leahy

· Senator Hatch

· Senator Schumer

· Representative Waxman

· Senator Durbin

· Senator Wellstone

· Representative Pallone

Targets of Grassroots Lobbying

· [No specific targets mentioned but] We support the grassroots efforts being undertaken by the more member-rich organizations [in the coalition, see Coalition Partners].  These groups have written letters and made calls on this issue.

Coalition Partners: Names/Participants

· On the legislative side we've joined a coalition called the Coalition for Affordable Pharmaceuticals.  Our work, formally and informally, with consumer groups and senior organizations (and more recently with women's groups) allows us to get our position across to members of Congress that these other groups work with.  We’re part of a coalition but only for legislative matters.  I believe we should maintain a distinct identity on public education and media-related matters.

Other Participants in the Issue Debate

· [Senator Fred] Thompson is supported by Schering-Plough (they have a plant in Tennessee) so he’s been a huge advocate on their behalf on the Pipeline Drug Amendment. 

Ubiquitous Argument(s) and Evidence

· The bottom line of our strategy is if you [the brand name company] think your patent should be extended, put it out on the table and let Judiciary consider it and then we’ll hash out whether you merit an extension in the open.  The process isn’t fair and open.

· The main argument we make before Congress is that it’s not that the brand companies aren’t doing good by developing new drugs.  The problem is that the branded companies keep trying to change the goalposts – the time frame for when generic firms can produce the drugs.  This creates business and cost problems for the generic firms.  Seven or eight years in advance the generic firms have to spend money locating raw materials, planning production, conducting studies, working on their application, etc.  If the time period for production keeps changing, then the generic firms cannot plan adequately (or they plan incorrectly). 

Secondary Argument(s) and Evidence

· In addition, cost is an issue.  The big companies are making billions of dollars.  I want to develop a chart that compares R&D costs, direct consumer advertising expenditures, and profits for the branded firms.  

Targeted Arguments, Targets, and Evidence

· Other arguments are used when we talk to consumer groups, managed care organizations, and organizations for the elderly. The emphasis is on safety.  Generic drugs are safe and effective – many people are still fearful of generics.

Nature of the Opposition

· Individual branded pharmaceutical companies are our opposition.  In this round it’s Schering-Plough.

Ubiquitous Argument(s) and Evidence Articulated by the Opposition 

· The main argument of the opposition is that during the approval process at FDA they [the branded companies] didn’t receive a long enough period of exclusivity.  As part of Hatch-Waxman they receive additional exclusivity equal to half of the approval time it takes FDA.  Their biggest argument is that they deserve more patent time for a variety of reasons. 

· Schering-Plough keeps saying they need additional years, about three years, of exclusivity (beyond the two granted by Hatch-Waxman) and that it’s not fair if they don’t get the additional years.

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

· Congress

Action Pending or Taken by Relevant Decision Makers

· It’s not clear what’s happening.  Dorman mentions that Thomas introduced or supports the Pipeline Drug Amendment to the Hatch-Waxman Amendments but she also says that nothing is happening in this session of Congress even though they expected something on this issue.  

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

· The GPIA supports the status quo as it exists in the Hatch-Waxman Amendments.  They do not support efforts by branded firms to extend their patents.

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

· I interviewed Diane Dorman, the Communications Manager at the GPIA.  Diane came to the GPIA about three years ago from the National Association of Chain Drugstores.  Prior to that she worked at the National Restaurant Association.  The former president of GPIA, Diane, and Buddy Menn (see Number of Individuals Involved in Advocacy) all worked at the National Association of Chain Drugstores together.  Initially Diane was responsible for interacting with the press but she has expanded her position to include public education.

Reliance on Research: In-House/External 

· I’m pretty dependent on outside resources [for research].  We don’t have the staff or money to do our own research.  There are several financial houses in New York City that produce data and reports that we rely on.

Number of Individuals Involved in Advocacy 

· There are six people in the office (including a receptionist).  Aside from Diane there is Buddy Menn, Vice President for Legislative Affairs (I sent a letter to him but Diane returned my call).  He handles their legislative agenda and is very well-connected politically.  Buddy also interacts with the 40 firms that are members of the GPIA.  Since Buddy came on board (after Diane), the members of the GPIA have become more active, particularly proactive.  In the past, the members had been pretty passive and the GPIA had been reactive.  Buddy has convinced them to contact their members of Congress and to invite members to their firms.  They have also recently hired an outside lobbying firm (Pierce and Isokowitz (?) – very plugged-in).  Buddy is well-connected -- a family friend is Senator Bob Graham (D-FL), he was an appointee at the FDA, and he has worked at the White House.  In addition, there is Dr. Alice Till , the President.  Dr. Till works mainly with the FDA.  She provides comments on proposed regulations.  Till had worked previously at Merck.  She brings scientific expertise and industry knowledge to this position.  

· I’m not sure who fills the other two positions.  She did mention that Alice and Buddy speak most to the members of the organization.  

Units in Organization Involved in Public Affairs/Policy 

· Legislative Affairs

· Communications 

Advocate’s Outstanding Skills/Assets 

· The greatest assets are that we are proactive, innovative, and we use new approaches to reach out to many constituencies.  One major asset is the expertise that Dr. Till has brought – she knows the science.  We also have good relationships with the press.

Type of Membership: None, Institutions, Individuals, Both 

Not obtained.

Membership Size 

Not obtained.

Organizational Age 

Not obtained.

Miscellaneous

· Senator Durbin held a press conference on what we called the “three percent solution.”  This was an offer made by branded pharmaceutical firms to the FDA to donate a portion of their sales revenue to NIH in exchange for getting extensions on the patents for about 200 branded drugs that are currently being produced (sometimes a patent will expire and then later the firm will claim that some element of the drug – its shape or form, or an ingredient – deemed nonessential or nonprotected initally, is now essential and worthy of patent protection). 

· Diane also mentioned that some branded companies own generic firms or produce generic drugs.  This creates peculiar concerns about how information that members of GPIA get may be used.  
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