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Back in early February you were kind enough to let me come to your office to talk to you about efforts to extend the patent terms for drugs that were undergoing FDA review during the enactment of Hatch-Waxman. When we spoke you said I could follow-up that interview with a 15 minute phone conversation about six months down the road.  Would it be possible to have that follow-up conversation with you today or in the next few days?

________________________________________________________________________

1a.  
I don't know about all of the events that transpired or the particulars of the decisions that were made along the way but I am aware of bills that have been introduced in the House and the Senate that would extend the patent on the pipeline drugs.  Has anything else happened with this issue since we spoke in February? [Probe about changes in venue; if status is unclear, probe to see if the issue is, realistically, still alive]

· Basically, they [Schering-Plough] called our bluff.  We had been telling them to introduce legislation rather than slip in extensions through the back door and they did.  It's still very possible that the House and Senate bills could move.  There's a rumor that there will be a mark up of Torricelli's bill in the Senate Judiciary Committee on November 4.  This would be a mark up as part of a mark up of Hatch's PTO (Patent and Trademark Office) bill.  The House (sponsors are Bryant and McDermott) may be waiting to see what happens in the Senate before they move on anything.  The Senate bill is broader than the House bill (e.g., the Senate bill would clean up the "orange book.").  Plus, there are always opportunities for Schering-Plough to get this passed in some other way -- e.g., as a rider to an appropriation bill.    

· Hatch sent a letter to PhRMA, GPIA and BIO inviting them to participate in a review of Hatch-Waxman.  She has no idea why he's doing this -- no one wants it, not even PhRMA.  Maybe Hatch is doing this because he's running for president -- she has no idea.  

· Even though there are other "pipeline" drugs that would be affected by these bills it's clear that Schering-Plough is the driver.  They've already applied to FDA for a patent and approval for "super" Claritin.  It has fewer side effects and it's taken less often.  I guess they're just trying to secure their market position before they introduce the "super" version.

· GPIA has gotten support from consumers' groups, patients' groups and unions on this.  They have written letters -- Diane is sending these to me.

· The entire Tennessee delegation has signed on to the bills.  The big problem is that lots of Democrats are signing on.  But some are coming off when they realize their support could pose reelection problems.  They are being told that this legislation is good because it will get requests from the industry for patent extensions out from Congress' discretion.  But if these requests are turned over to the PTO, it puts the process behind closed doors.  Patient and consumer groups wouldn't know or be able to counter the claims made by the branded companies.  PTO is brand oriented and they have no clue why an FDA review takes a particular amount of time.  There is supposedly a provision in Torricelli's bill that would ensure patient/consumer input but regulations like that get lost.  The bill is really just a patent extension for Claritin. 

3. 
One of the things we talked about in our meeting were the other people who were actively involved with this issue. You mentioned that Schering-Plough was leading the push to extend the patents, that Senator Thompson was their ally, and that your main allies on this issue were Senators Leahy, Hatch, Schumer, Durbin, and Wellstone and Representatives Pallone and Waxman. Are these organizations and people still involved?  Are there any new players on this issue?

· Hatch has not been helpful.  He's under pressure to get bills through Judiciary and he wants campaign contributions from pharmaceutical companies.  

· Otherwise, these are still their supporters.  A new ally is Sherrod Brown.

· Leahy said he will oppose any attempts in Judiciary to attach the patent extension language to the PTO bill.

3a. Have you continued to work with the Coalition for Affordable Pharmaceuticals?   Has the membership of this coalition (had been the National Association of Pharmaceutical Manufacturers and the National Pharmaceutical Alliance as well as their member firms) changed since we spoke?  

· They are still working with the NAPM and NPA but the coalition no longer exists.

3b. Are you working with any people or groups that you weren't working with the last time we spoke?

· The National Organization for Rare Disorders, Public Citizen, and unions have been really vocal and supportive.  There's talk that they will be sending out another letter with a broader list of supporters.  They've gotten more people to sign on.

3c.  Which members of Congress have you been targeting on this issue?  Have you been speaking with anyone at the FDA? 

· No one other than those mentioned above.  I never asked about the FDA.

4. When we spoke last time, you said the primary argument you were using to advance your position on this issue was that it’s not that the brand companies aren’t doing good by developing new drugs.  Rather, the problem is that the branded companies keep trying to change the goalposts – i.e., 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 plan incorrectly).  In addition, then, cost is an issue – the big companies are making billions of dollars. Is that still your main argument, or have you incorporated other arguments at this point? [If new arguments added, probe for which is primary and why the new arguments are being used]

· That's still the argument.  There has to be a clear endpoint.  Everyone knows that Schering-Plough wouldn't be doing this if it wasn't such a revenue raiser (the bulk of their profits come from Claritin).  

· One of the arguments they hear of that the generic industry is like a Chihuahua at a St. Bernard's feet -- they're just waiting for drugs to come off patent.  But they [the generics] have begun to make the point that brand companies aren’t doing new research.  Instead, they're working on the "super" Claritins and "me too" drugs (i.e., drugs that all companies make that address heart disease, etc.).  Moreover, that Schering-Plough has come up with "super" Claritin means that competition is good -- knowing that others will be able to produce Claritin when it comes off market has lead them to improve it.

· One of Schering-Plough's arguments has been that there was a delay in going to market and that delay was caused by the FDA.  GAO is doing a study to determine why there was a delay.  Diane doesn't know when this study will come out but any consideration of this issue should wait for the results of the study.  Why is Schering-Plough so anxious to push this legislation through when their patent doesn't expire until 2001-2002?  Maybe they know it wasn't the fault of the FDA so they want to get the legislation passed before the GAO report is released.

4a. [If relevant] Why has your argument changed?

· I didn't ask.

5. So, looking back at what's happened so far, do you feel that your organization [you] had an impact on this issue? 

· In response to this she talked about the impact of other groups.  She mentioned a seniors' coalition that was driving around from congressional  district to congressional district  in a pink bus (called the pink pork buster) to try to embarrass supporters of this bill.  They want to show members they'll pay a price.

6. You’ve already been very generous with your time so let me bring this to a close. I just wonder if there’s something else on this issue that I should be asking about?

· She mentioned another issue.  She said that Pharmacy (?) and Upjohn are attempting to push a (yet unwritten) bill that would force any generic firm producing injectable Depro Provara to conduct "three month studies" -- bioequivalent studies.  Why give this responsibility to Congress?  This is an FDA responsibility.  FDA decides whether to require these studies.  I'm not sure how this is related.

Thank you very much. I have no more questions now but my research is going to last for six more months. I’d love to talk to you for 10 or 15 minutes then to get one last update on the work you’re doing. I’ll call you then. Thanks so much.

I can call again in six months (May 2000).

