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Issue:  Extending the patent term for drugs undergoing FDA review during the enactment of Hatch-Waxman

Advocate:  Travis Plunkett, Legislative Director Consumer Federation of America

Date of Interview: Wednesday, October 6, 1999

Basic Background

· Our essential concern is to insure that generic drugs, when they’re therapeutically equivalent, are offered on a timely and widespread basis to consumers.  The threshold federal law…regarding the bringing of generic drugs to the market is the 1984…Hatch Waxman Act.  It was a compromise…[because] Congress had to accommodate a lot of concerns…[T]he basic balancing act that they had to deal with was protecting the intellectual property rights of prescription drug manufacturers in allowing them to recoup on their investment and make a profit while at the same time insuring that generic drugs, which are often but not always cheaper, are brought to the market on a timely basis.

· Consumer groups have been involved in looking at and promoting generic drugs where they are therapeutically equivalent…[M]ost research indicates that they are of equal quality and, where therapeutically equivalent, are of equal effectiveness.  From our point of view the patent is necessary to ensure research and development on prescription drugs, but generic drugs, given the prescription drug affordability problem in this country, are an important piece of the solution to the problem…Consumer groups have been involved in this debate primarily focused on bringing generic drugs to market quickly and making them widely accessible.  

· The concern has really only increased over the years as prescription drug prices have increased and as fewer and fewer Americans have access to affordable prescription drugs.  The researchers have probably shown most working people with coverage at work have access to some sort of plan, although those plans over the last few years – at least co-pays – were generally going up and they’re becoming slightly more unaffordable.  We’re ignoring about two populations: the uninsured and then senior citizens.  As you probably know Medicare does not cover prescription drugs in most situations outside of in-patient hospital care.  The number of Medicare recipients who have access to a prescription plan is decreasing significantly.  In the last year the HMO’s have pretty much given up on offering free prescription drug coverage if a senior enrolls in a Medicare HMO and they’ve gone two directions.  Some have dropped Medicare enrollees entirely.  Last year about 500,000 dropped.  Others are simply doing what has happened for working Americans and increasing co-pays and deductibles.  It was recently reported that by the beginning of next year no Medicare beneficiary will have access to totally free prescription drugs through their Medicare HMO.  We don’t [think] that wide access on a timely basis to generic drugs is going to solve the problem but it is certainly a piece of the solution.

· We think we’re probably okay this year although it is possible that they’ll try to attach [the patent extension] as another rider.  If that happens, unless we’re quick we may lose.  Because of what’s happened in the last few years a number of members of Congress will be offended if they [Schering-Plough] try that again.  It may not take a whole lot of…it will take a lot of effort but not necessarily a whole lot of resources if they try it again.  If we, a) catch it quickly and b) we get to the media right away and c) get to other members right away.  It’s possible, at the end when things are chaotic, it’s possible to pass things with virtually no notice.  It’s also possible to stop them pretty quickly because things are so chaotic.  It doesn’t necessarily take 150 members of Congress to stand in the way.  It only takes one or two influential people to say no.  At the end of a session it doesn’t take a whole lot to raise doubt.  We think we’re okay.  After Congress goes out we’ll have to consider our long-term position.  One of the things we have to consider tactically is whether we want to be just responding always defensively to initiatives by…Schering-Plough.  Sometimes what we need to do strategically is be pro-active.  I generally try to avoid being put into defensive situations.  I just started here in the middle of June.  One idea that I’ve brought to some of my advocacy allies in Congress is are there pro-active protections we want to attempt to put on the books to avoid this?  That does two things.  It gives you…people always want to prefer…at least they say they prefer something positive to focus on as opposed to something negative although it’s often harder to mobilize the people that way and it also distracts your plans and causes them to spend time and energy trying to stop what you’re doing.  

· I see no evidence that any other drug manufacturer is spending a great deal of time and effort on [this issue].  It’s possible that behind the scenes they’re doing stuff that I don’t see but usually there’s some public evidence – campaign contributions, lobbyists, people testifying at hearings, public letters, members talking about employers in their district.  Usually you see some public evidence as well and there isn’t much.  In the most cynical view, and I don’t know if I subscribe to this, is that Schering-Plough doesn’t care about anything but Claritin because Claritin is responsible for so much of their income right now and they’ve merely broadened the language of the bill to include these [other] pipeline drugs because there’s no defensible way that they could merely provide for an extension to Claritin.  That doesn’t mean it has to last.  That is possible. It’s quite possible.  This is a really stinky bill…there are many other issues that I don’t agree with folks who are opposing but they have a defensible position.  Not here.  It’s hard.  It’s very, very hard.  

Prior Activity on the Issue 

· Consumer groups generally have supported generic substitution laws.  Starting in the late ‘70s we supported laws that would make it easier for the physician, at the state level, to prescribe generic drugs.  One of the things we supported was reconfiguring the prescription pad so that it was more conducive for physicians to write generic prescriptions…Over the years consumer groups and others have [worked to pass laws that put] the burden on the physician to explicitly prescribe a brand name, [and if they don’t then] the generic is offered.  We’ve encouraged laws that allow bulk payers and buyers - unions, federal government, Medicare, Medicaid – to do the same.  At the federal level we have supported measures, primarily the ’84 Hatch Waxman Act that eliminate a whole host of hurdles that existed in bringing generic drugs quickly to the market while being fair to the patent protection of the brand name manufacturers.  Since then we’ve been in a kind of defensive mode – that is protecting the Hatch Waxman Act and opposing efforts that we’d consider to undermine the Hatch Waxman Act.

· Last year the Consumer Federation -- when Schering Plough attempted to attach this as a rider -- went straight to the media.  There were a few prominent stories.  The National Public Radio morning show ran a big story.  

Advocacy Activities Undertaken

· [We have a] request to other groups to sign on to a letter – a draft letter that outlines our basic concerns with the legislation. [This letter is an attempt to enlist supporters]…We view this legislation as undoing a significant component of the Hatch Waxman Act regarding the so-called pipeline drugs…[W]e sent this to probably 150 organizations.  We want to show broad public support or support of at least as many organizations that work with the public and represent the public.  We want to get to the media and let them know this is happening.

· Our testimony…before the Senate Judiciary Committee…lays out our substantive concerns with the legislation and without getting into great detail our basic view is that the issue of patent protection for pipeline drugs was settled in the Hatch Waxman Act, that primarily the manufacturer of Claritin, although six other drugs are involved, have spearheaded an effort to undo that agreement.  

· Tactically, in terms of how we have approached the issue beyond our substantive concerns, consumer advocates and others who don’t have access either to policy makers at high levels or campaign contributions usually take the outside route as opposed to trying to convince legislatures in a quiet way through the use of influential lobbyists, generally, and campaign contributions.  The development of relationships were hindered in a number of ways on that.  We do have relationships, but it’s harder because there are fewer of us and we have less money.  We don’t have the traditional method or don’t have access to the traditional methods of developing those relationships.  We have to go outside and that means we attempt to mobilize the public and alert the media.  Our strategy at this point is to bring this into the public eye as much as we can.  We do so because we have a better chance of winning there.

· We also mail to many other overlapping coalitions.  The so-called organs -- lung association, heart association – and a larger constellation of health care advocacy groups.  They’re also allied on managed care right now with other groups.  All told about 100 to 150 groups.  We’ll probably get 30-50 groups that sign-up to help us.
Future Advocacy Activities Planned

· We’ll probably be contacting editorial boards in targeted areas for editorials.  If necessary we’ll employ a whole host of media tactics that groups like ours use – letters to the editor, attempts to make real news so that it’s covered as news…the whole range to the extent that we can if necessary and this isn’t something groups like ours can do on a constant basis.  We will try to mobilize our citizen numbers as well.  That has to be targeted and so we’ll try to target it to states and areas where we have people and we have legislators who are influenceable…It’s going to be in areas where we’ve got folks who could go either way or they’re in an influential position, either opposing or supporting, and we feel like with some public pressure they’d be willing to either strengthen their position if they’re supporting or weaken their position if they’re opposing.

Key Congressional Contact(s)/Champions

· Rep. Henry Waxman (D-CA)

Targets of Direct Lobbying

· Rep. Jim McDermott (D-WA)

· Contact of legislators falls into a lot of categories.  First you have to have allies so you have to build relationships and have common concerns.  You can’t let those relationships wither but citizen contact is…we can do that through lobbying or through letters.  One big concern with citizens groups is always resources and people.  My intent is where we are going to use our limited resources to inform our member groups and inform their individual members.  It’s going to be in areas where we’ve got folks who could go either way or they’re in an influential position, either opposing or supporting and we feel like with some public pressure they’d be willing to either strengthen their position if they’re supporting or weaken their position if they’re opposing.  I’ll give you an example.  One of the House…sponsors is hurting our effort a lot, Jim McDermott…He is seen as a health care advocate, a patient advocate because he was a prominent advocate for a national health care reform he’s got a lot of credibility and he is a co-sponsor of this bill, which virtually every citizen group sees as a threat to patients.  There may be some efforts in his district to influence him to get off, to remove himself from the bill.  He’s hurting us a lot and we think he’s willing to listen.  He may not do what we ask but he’s willing to listen.  Someone like Toricelli, on the other hand, probably isn’t worth it.  I may differ with some folks.  I see in our community and all over the political spectrum sometimes the desire to lash out and just hurt people.  For instance, this story in one of the senator’s hometown newspapers, the New York Star Ledger probably doesn’t help him but the guy is not up for re-election for four years.  He’s pretty popular in his state.  Most of the prescription drug companies in the country are based in New Jersey.  I just don’t think he’s going to change his opinion.  I really oppose lashing out just for the sake of lashing out.  There has to be logic.  There has to be reason.  If somebody suggests that we try to rile up people in New Jersey, unless they can convince me that we can get Senator Toricelli to tone down his advocacy of this bill…then it’s not worth it.  
{Although there’s little direct mention of individuals here, he is describing how they go about choosing targets so it’s important to include here.}

Targets of Grassroots Lobbying

None at present but they may in the future (see Future Advocacy Activities Planned).

Coalition Partners: Names/Participants
· Patients Consumers Coalition

· Public Citizen

· AIDS Action Committee

Other Participants in the Issue Debate

· Sen. Robert Torricelli (D-NJ): The lead sponsor in the Senate

· Rep. Ed Bryant (R-TN): The lead sponsor in the House

· Sen. Chuck Schumer (D-NY):  He didn’t use our arguments exactly [when he testified at before the House Judiciary Committee] but he expressed concern.
· Sen. Patrick Leahy (D-VT):  The ranking minority member on the Senate Judiciary Committee; he thinks this is a bad idea.

Ubiquitous Argument(s) and Evidence

· Our basic view is that the issue of patent protection for pipeline drugs was settled in the Hatch Waxman Act.  Primarily the manufacturer of Claritin, although six other drugs are involved, have spearheaded an effort to undo that agreement.  Their interpretation of the Hatch Waxman Act turns the intent of the act on its head: patent protection is necessary primarily to spur research and development before a drug is developed, not to compensate a manufacturer who feels they were wronged after that drug is brought to market.  The whole process that is set up under the Patent and Trademark Office to review whether Claritin and these six other drugs should get an additional three-years of patent protection is biased.  It’s skewed from the fact that the PTO probably doesn’t have the expertise that the FDA does to evaluate these issues, to the criteria, and they’re slightly different in each bill, that are considered, and more importantly what’s not allowed to be considered.  The whole process is kind of a slam-dunk.  It’s designed, especially the House bill to insure that Schering-Plough has its way.

· This will serve as an incentive for every drug manufacturer in the world to come up with some reason why they need a patent extension and then go to congress and have them include them in their drug under the review process.  Our testimony has some recent estimates on cost that consumers will pay.  There have been a number of studies on this.  The most recent, which estimates a price tag of around eleven billion dollars just for these seven drugs.

· Congress understood – and the legislative record backs us up – that the so-called pipeline drugs would only be getting a two-year patent extension.  They considered a five-year patent extension as drugs that weren’t in the pipeline received and rejected it for the reason that much had already been done, and despite the fact that FDA review took quite a while.

Secondary Argument(s) and Evidence

None mentioned.

Targeted Arguments, Targets, and Evidence

Nature of the Opposition

· Our substantive concern with the bill has been compounded by the legislative tactics that have been used by Schering-Plough primarily to pass the bill; the amount of money that they’ve contributed, and this is focused on Senator Toricelli who is the key sponsor in the Senate.  The amount of money that they’ve spent to promote the bill and the hiring of lobbyists and campaign contributions…means that financially this is significant to them, but given our concerns with the campaign finance system and the way that politics works and how the haves often…often if they’re able to do so without generating controversy they are able to succeed and the have nots have a hard time finding a voice or a listener on this issue.  Given our concern there we are suspicious.  It doesn’t necessarily prove anything in and of itself when somebody like Schering-Plough starts spending money hand over fist.  There have been other tactics that have been even more suspicious.  For at least the last two years they have attempted to attach this as a rider to an appropriations bill, which is the legislative equivalent of trying to get this through in the dark of night. They’re not particularly interested in having a full and open airing of the issues on both sides of this bill.  This year they’ve taken another tact…they’ve decided they’re going to trumpet how they’ve created an open public process as part of the bill and how they’re not, as they did in the last two years at least, trying to pass this bill under the dark of night.   It’s not a legitimate argument for the bill.

· Rep. Jim McDermott – he is seen as a health care advocate, a patient advocate because he was a prominent advocate for national health care reform.  He’s got a lot of credibility and he is a co-sponsor of this bill, which virtually every citizen group sees as a threat to patients.  There may be some efforts in his district to influence him to get off, to remove himself from the bill.  He’s hurting us a lot and we think he’s willing to listen.  He may not do what we ask but he’s willing to listen.  

· Sen. Robert Torricelli – He’s pretty popular in his state.  Most of the prescription drug companies in the country are based in New Jersey.  

· One of the problems in our community is that there is just so much to do.  We’re always distracted with other things.  This probably isn’t a top issue for any more than two or three organizations – Public Citizen, Consumer Federation, AIDS Action.  One of the problems we have is that Claritin, there aren’t any support groups out there for allergy sufferers.  What we try to do is raise the specter of twenty blockbuster drugs coming off the patent in the next five years and say look it may not be the drug your population needs right now but it could be in a year or two.  The groups aren’t willing to put a whole lot of effort into it but they are willing to sign all the letters and occasionally make the phone calls…we don’t have a budget of 20 million and a staff of thirty lobbyists.

Ubiquitous Argument(s) and Evidence Articulated by the Opposition 

· I guess the best argument they have is the FDA took too long, longer than expected in reviewing and approving their drug.  There are a number of problems with that argument.  It just sort of falls to pieces little by little when you start to examine it…[Schering Plough caused some of the delay themselves because during the FDA review process they shifted from capsule to tablet.]

· They say that there’s a need for process, for evaluating these special circumstances and it’s not a good idea for congress to be reviewing these on a case-by-case basis as they have in the past…I guess the gist of that argument is there’s a legitimacy to these patent extensions and therefore it’s better to set up a fair process.  

· [They say] those of us on this side are misinterpreting the intent of the Hatch Waxman law.  They elevate to a much higher position to the thinking of Congress at that time as to how long the review of these pipeline drugs would take.

Secondary Argument(s) and Evidence Articulated by the Opposition

None mentioned

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

Described as a Partisan Issue

No

Venue(s) of Activity

· House Judiciary Committee

· Senate Judiciary Committee

Action Pending or Taken by Relevant Decision Makers

Bills have been introduced in both the House and the Senate that would alter the length of the patent protection given to drugs that were in the FDA review pipeline when Hatch-Waxman was considered and enacted.  

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

· [The CFA supports the status quo and the preservation patent protections offered under the Hatch Waxman Act].

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

· He’s been with the CFA for approximately five months.

· I worked for 15 years in New York.  Ten years with the New York Public Interest Research Group primarily as a legislative person out of Albany and five years with the American Association of Retired Persons.  Legislative work in Albany and then I worked for them for about eight months down here in Washington doing legislative and grassroots organizing work.  

Reliance on Research: In-House/External 

· [N]ot on this issue but yes, [we commission studies] all the time.  An example for us recently would be a study/report on access to credit by college students done by a Georgetown University professor of sociology Robert Manns

…On this issue, the most recent study, this eleven billion dollar estimate [a cost estimate cited] was done by [a researcher] out at the University of Minnesota.  We just don’t have the resources or the expertise to do that or even to pay for it…

· Also, on occasion we commission public opinion polls.  We put out semi-annual reports on consumer credit.  In April we put one out and had an opinion research firm do some questioning of the public on a number of issues related to consumer credit.

· [Often the primary reason for the research is for use in communicating with members of Congress and other organizations.]  The Albert Manning study has been used for two purposes primarily.  Our members are…now this isn’t always true for consumers but our members are groups not individuals so we had focused on using the study to get attention of the media and using the study in congress.  It’s probably our most requested study of recent years.  It’s gotten an enormous interest in Congress.  
Number of Individuals Involved in Advocacy 

Not obtained

Units in Organization Involved in Public Affairs/Policy
· We have a policy committee.  It’s the component of our board of directors and they pick [the kind of issues we investigate or that we would sponsor a study on].  They establish our set of policies.  We have a policy book.  Within those policies based on our staff’s recommendations they establish priorities.  We just set up priorities for this year as well as our programmatic priorities, for instance consumer education and then within each of those issue areas where research is needed we’ll look for possibilities.  

· [W]e are primarily an advocacy and then also an educational organization so most of the programmatic staff do advocacy and we divide it by issue area.  There’s an individual who works on insurance issues.  There’s an individual who works on utility issues – telecommunications and electricity.  Often people juggle several responsibilities.  Our telecommunications and energy person is also our Director of Research.  He primarily does research in those areas but he will evaluate anything else we do.  Our General Counsel also has an expertise in product safety.  Our Executive Director has…everybody has a programmatic expertise.  Our senior staff, our Executive Director has an expertise in financial services and consumer credit.  One of my primary focuses, although I’m more of a generalist, one of my primary areas will be health because I have a bit of a background in it.  We have a staff person in Virginia Beach who focuses on consumer credit, privacy issues.  We have a staff person in Colorado who focuses on investment issues and investment fraud.  It’s a programmatic…we have a very flat hierarchy.  We’re focused on programs.  [Note that the staff in Virginia Beach and Colorado are there because of family reasons not because the CFA chose to have staff in those areas.]

Advocate’s Outstanding Skills/Assets 

None obtained

Type of Membership: None, Institutions, Individuals, Both 

· Our members are groups, not individuals

· [W]e’re a federation of organizations and our goal is not only to advance public policy on consumer issues but also to be serve as kind of the infrastructure of the consumer movement to…we convene, for instance, four conferences annually for consumer groups from all over the country.  The goal is to sort of build the infrastructure and the base of these groups and allow them to do whatever it is that they see fit to do.  They’re primarily based at the state level.  

Membership Size 

Not Obtained

Organizational Age 

Not Obtained

Miscellaneous

