Advocate Summary

Issue:  Compulsory Licensing for AIDS-Related Pharmaceuticals in Africa/Tax Credit for AIDS Vaccine Research and Development

Advocate:  American Home Products

Date of Interview: Wednesday, June 7, 2000
Basic Background

· There was a provision (an amendment to) of the Senate version of the Africa Trade bill that involves compulsory licensing.  “Compulsory licensing allows a government to abrogate a patent for various reasons, in this case a national health emergency.  The provision in the Africa bill said that the United States Trade Representative (USTR) would not be allowed to protect the patents on any AIDS drugs in sub-Saharan Africa.  This isn’t a major part of the Africa bill, but just a provision.”

· “The provision was accepted in the Senate.  The chair of the Senate Finance Committee [Senator Roth] didn’t want to vote against or have a vote that would go against the AIDS activists.  So he just put the provision in to the Chairman’s mark.”  

· Eventually the provision was dropped because Representative Archer (Chair of Ways & Means) decided that the Africa bill should be a clean textile bill with no extraneous amendments.  Unlike Senator Roth he opposed the compulsory licensing measure but he wasn’t willing to put the R&D tax credit in its place.

· “What the AIDS activists care about is parallel markets and reimportation.  That is they want to buy AIDS drugs at a lower cost outside the US and bring them back into the US, and they want to provide the drugs to places like sub-Saharan Africa”

· “AIDS activists have not had traction in getting provisions attached to trade bills.  To our surprise they got to Feinstein [Senator] and managed to get the compulsory licensing provision added in.”  The provision appeared in the Africa trade bill as part of a purchase fund called something like the Global AIDS Vaccine Initiative (GAVI).

· “The administration was looking for Rangel’s vote on the China bill.  To get his support and the other Democratic support he would bring with him they needed to get the Africa trade bill first.  The administration supported compulsory licensing to make the AIDS activists happy but they couldn’t get the Africa bill through unless it was dropped (the AIDS groups were all over Gore and he needed to appease them).  In the meantime, the Administration was trying to work with vaccine [producing] firms because the market doesn’t provide incentives for vaccines that are directed toward diseases in lesser developed countries.  So they want to create incentives to investigate vaccines.  They talked about an enhanced R&D tax credit (similar R&D wise but not economically to the orphan drug tax credit in the tax code).  But then they did an end run on us by issuing the Executive Order for compulsory licensing…to get it in without congressional support…Basically they said that if you don’t provide your AIDS drugs at low cost, we’ll confiscate your patents.”

· Larry Summers (the Secretary of the Treasury) spoke to academicians about the R&D tax credit and as a result of their input the administration supported a sales tax credit based on the sales value of the vaccine.  When the pharmaceutical firms argued against this (see Ubiquitous Arguments) the Administration said okay we’ll do a credit on clinical trials conducted in the U.S. for vaccines for diseases in lesser developed countries.  These measures are counterproductive.  

· The compulsory licensing provision was the subject of lots of debate on the Senate floor (check the Congressional Record and Dianne Feinstein’s comments).

· There are five or six companies that work with UN AIDS that announced that they’d provide below cost AIDS drugs for sub-Saharan Africa and American Home Products and others recently donated vaccines to sub-Saharan Africa.  But there’s still an effort to make pharmaceutical firms the whipping boy and make policy that gives them no incentives to pursue AIDS vaccines or other drugs.  There is a high risk of failure in working on these vaccines, and given the political climate a pharmaceutical executive would have to be crazy to make a decision to pursue research on AIDS drugs or vaccines, especially with no extra incentives.

· There were some AIDS activists who didn’t really support compulsory licensing or other measures to put the squeeze on pharmaceutical companies but they can’t oppose these measures because then they’d have the more vocal AIDS organizations on their backs.

Prior Activity on the Issue 

None mentioned.

Advocacy Activities Undertaken

· “We went to see Helms’ staff to talk about the R&D tax credit and they said you should be worried about compulsory licensing.” [She mentions that Helms has a big pharmaceutical firm in his state.

· She mentions direct lobbying/contact of Kerry & Pelosi and having had discussions with a member of Representative McDermott’s staff.  They lobby on their own and through PhRMA.

· They were invited to be part of a working group begun by the Administration to come up with some sort of vaccine tax credit.  They participated in these meetings.

Future Advocacy Activities Planned

None mentioned.

Key Congressional Contact(s)/Champions

· On the vaccine R&D tax credit, Senator John Kerry and Representative Nancy Pelosi.

Targets of Direct Lobbying

· Staff of Senator Jesse Helms

· Senator John Kerry and Representative Nancy Pelosi -- they have a good R&D tax credit bill

· Chris Dumm, staff member to Representative Jim McDermott

Targets of Grassroots Lobbying

No grassroots efforts mentioned.

Coalition Partners: Names/Participants

· On the vaccine R&D tax credit issue they work closely with the three other firms that produce an AIDS vaccine -- Merck, Smith-Kline, and Eventus (not sure of the name of the company that developed through a Rouche merger).  Of these four companies only American Home Products and Merck are based in the U.S.

· On the compulsory licensing matter they worked with pharmaceutical companies loosely and through the trade association PhRMA.

Other Participants in the Issue Debate

· Senator Dianne Fienstein has led the charge on compulsory licensing.  “She’s trying to make up for not doing anything when the AIDS crisis erupted in San Francisco while she was mayor.”

· Congressional Black Caucus/Representative Charlie Rangel

· ACT-UP

· Jamie Love:  Consumer Project on Technology

· AIDS Vaccine Coalition

Ubiquitous Argument(s) and Evidence

· “The problem [with compulsory licensing] is that it confiscates our patents and reduces the incentive to work on an AIDS vaccine…compulsory licensing is the linchpin undermining intellectual property provisions.”

· “In sub-Saharan Africa they spend about $10/capita on health care so there’s no infrastructure to provide these drugs…and there’s a real problem in dumping drugs in sub-Saharan Africa.  AIDS drugs can inspire resistance.  The best way to develop resistance is not to take the drugs properly.  That is exactly what’ll happen if the drugs are dumped there.  Even the world health people agree that absent an education campaign you won’t have people changing their behavior after a vaccine.  You need the infrastructure to make sure that they follow a regimen and you need to educate people to make sure they still use protection when they have sex.”

· On the vaccine R&D tax credit:  (1)“The impediment [to creating a vaccine] is on science not on sales [where a sales tax credit is what the administration supported in the end].”  (2) “Clinical trials conducted in the U.S. for vaccines for diseases in lesser developed countries are not effective [when the administration said okay, no sales tax credit but we’ll give you a credit for clinical trials conducted in the U.S. for vaccines for diseases in lesser developed countries].” 

Secondary Argument(s) and Evidence

· There are cultural issues that have to be overcome as well [when you talk about providing AIDS drugs to sub-Saharan Africa.  When drugs are provided they are stolen and sold on the black market.” [Note that this is a general argument that they make with regard to policies that are supposed to make AIDS drugs and vaccines more accessible to lesser developed countries.]

Targeted Arguments, Targets, and Evidence

· “If they agree with you on the merits [but can’t support you because of constituency or other reasons] you also have to make the political/procedural arguments -- there were no hearings, there was never a vote, Senator Roth slipped the provision in.”

Nature of the Opposition

· There is a tremendous pressure on pharmaceutical firms to be good corporate citizens.  There’s so much bad press about drug prices that it is difficult to come out against anything that can be construed as protecting the patents and profits of drug companies.

· The public and many members of Congress have the attitude that drugs and vaccines, especially for a disease like AIDS, should be given away.

Ubiquitous Argument(s) and Evidence Articulated by the Opposition 

Nothing specific mentioned.

Secondary Argument(s) and Evidence Articulated by the Opposition

Nothing specific mentioned.

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

Nothing specific mentioned.

Described as a Partisan Issue

· No

Venue(s) of Activity

· Senate Finance Committee

· House Ways and Means Committee

· Conference committee for the Africa Trade Bill

· Administration/President

Action Pending or Taken by Relevant Decision Makers

· The compulsory licensing provision was deleted from the Africa trade bill during conference.  Representative Archer opposed this measure and also proposed the R&D tax credit provision -- he and the Republican leadership wanted a clean textile bill.  The bill languished in conference for a long time (several months) until the ancillary provisions were dropped.  However, Clinton signed an Executive Order implementing the compulsory licensing provision before the vote occurred on the China trade bill (allegedly to get more support for the China bill -- the provision on licensing was preventing the Africa bill from passing so the removal of it got it through).  Recently the Administration’s AIDS Czar said that they were considering extending the compulsory licensing to vaccines.  

· The R&D tax credit is currently in limbo.  The administration supports a credit attached to sales or clinical trials whereas the pharmaceutical industry and Senator John Kerry and Representative Nancy Pelosi support an R&D credit.  

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

· They are interested in seeing the Executive Order for compulsory licensing overturned but it’s not a huge deal because they don’t make AIDS drugs -- they oppose it on the grounds that it is an infringement on patents.  

· They would like to see the vaccine R&D tax credit come to pass.  They do not support the Administration’s efforts to issue a credit for sales because the sales of non-preventative vaccines are minimal and the real investment is in a preventative vaccine and for that the R&D investment is what is the biggest hurdle.

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

· Julie Rabinowitz is Director of Government Relations and Counsel.  She has been in DC for about 15-16 years.  She is trained as an attorney.  She worked for the IRS for one year, the she worked for two members of the Senate Finance Committee from 1985-1989, then she worked for a law firm that represented American Home Products, and then six years ago she came to American Home Products.  We were joined by Bronwen Kaye who is trained as a microbiologist.  Rabinowitz deals with tax and trade issues whereas Kaye works on vaccine policy matters and pharmaceutical issues.  I didn’t gather information on Kaye’s previous experience.

Reliance on Research: In-House/External 

Not obtained.

Number of Individuals Involved in Advocacy 

· There are two lawyers and two lobbyists in DC.  Each person has responsibility for particular policy areas (see Advocate’s Experience).

Units in Organization Involved in Public Affairs/Policy 

None that are apparent from her description of the DC office.  

Advocate’s Outstanding Skills/Assets 

Not obtained.

Type of Membership: None, Institutions, Individuals, Both 

· None, they are a corporate interest.

Membership Size 

Not relevant.

Organizational Age 

Not obtained.

Miscellaneous

· Check the PhRMA web site for information on compulsory licensing.

· She recommends I contact Tom Bombelles at Merck (638-4170), William Schuyler at Glaxo-Welcome (715-1000), and David Warr at Bristol Myers Squibb (738-0900).  Warr spends a lot of time in Africa and really understands the AIDS drug/vaccine distribution issues.  If I contact any of these people I can say that Julie Rabinowitz and Bronwen Kaye recommended I speak with them.

· She also recommends I contact Jim Jones in Senator Kerry’s office and Chris Dumm in McDermott’s office (225-3106).  She asked that I not tell them that I referred her to them (she doesn’t want them to think she’s sending me to get information from them for her).

