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Memo

I appreciate the opportunity to participate in these meetings and I respect the integrity of those who attend. Usually generic companies must go to the back door of some organizations and wait “hat in hand” for recognition.  That is not the case here.  I trust what I have to say today does not abuse or jeopardize that privilege.
My obligation, as I see it, is to present the truth as I perceive it to enable us to intelligently and creatively tackle the life and death issues before us. 
WHERE ARE WE?

If I were an editorial cartoonist this is how I would illustrate what is happening today:
A surgeon is operating on a patient, the heart monitor in the background is recording a long low flat line but the alarm is not sounding and no one in the operating room seems to notice.

This is another way of saying that we have accomplished little measured against the increasing scope of the problem of prolonging the lives and reducing the suffering of HIV and AIDS victims since Dr. Hamied first presented the potential for lower prices at the EU Round Table Conference on the twenty-eight of September, 2000. 
At that time the prohibitive price of the AIDS medicines were cited as the major barrier to access. We helped to remove that barrier.  The Cipla and the other generic triple ARVs are now priced below $300 a year for governments and NGOs.   Nevirapine in suspension is priced at less than a dollar a year per treatment of both the mother and he child. Cipla often provides Nevirapine without cost. The World Health Organization has in place a system to vet the safety and effectiveness of the generic clones and the process under which they are manufactured.
I am personally troubled by the growing perception among current and potential AIDS drugs manufacturers that the  efforts to prevent use of the lower priced medicines provides an instability of market which restricts and retards the investments required to match world demand. I am not speaking about the large Indian manufacturers. Cipla, for example, has pledged to service on a continuing basis one million patients when predictability is established. 

I also wonder if the patent holders themselves have the capacity to service a wider patient population than those who can afford to pay western prices? Have they made, or are they willing to make, the investments required for the growing need?
Most manufacturers, generic and brand, can produce tablets, capsules and suspensions with their eyes closed. 
The challenges arise in the production of intermediaries and raw materials (APIs). From the public evidence available to me the Chinese and perhaps the Koreans are the prime suppliers. APIs often come from the same sources, although, for example, Cipla manufactures APIs, created in part from these intermediaries. Some of the patent holders also manufacture APIs, but I am not sure of their capacity. Brazil and Cipla have offered the poor nations the formulations and technologies to produce the AIDS drugs without cost. 

 I request the help of the patent holders …and the Commission…to ascertain what is the world capacity to respond the demand for APIs.  I am certain we can find a way to deal with this potential crisis of supply without having confidentiality becoming a barrier. Bottom line: if all things were equal, can we together produce what is required? If not, what can we do, collectively to create that capacity?

The WTO and TRIPS resolution meetings in Geneva, to my point of view, were …is…a tragedy…a disaster…and not only for the obvious reasons.  As an patriotic American I am alarmed when 143 nations are held hostage by my government, a government that is moving heaven and earth to win friends and allies, one government allowing itself to be bent to commercial interests of one segment of one industry and sacrificing the displeasure and more of the world.
I am troubled for another reason. We … all of us... have allowed the argument to be redefined from diseases that can or cannot be defined by interpretation of TRIPS into an argument of national sovereignty perhaps making future discussion virtually impossible.
I know precisely what happened behind the scenes.  My experience, I think, allows me to separate fact from propaganda. For those of you who do not know me, at one point in my life I was an investigative editor of the New York Herald Tribune and the New York Post and in government I was not only Inspector General of the Peace Corps, but also for the poverty program that had the Inspector General responsibility for programs administered in six Cabinet level departments. I may be unorthodox in the presentation of my views, but they are grounded in fact.
WHAT ARE THE FACTS, THE BARRIERS TO ACCESS AND HOW THE EC CAN HELP.
Not only did my government lobby in Geneva in December and kept delegates in limbo waiting for a verdict, but by coercion, threat and demand directly from Washington to world capitals, they attempted to undermine the will of 143 nations. There is no indication that these pressures will stop without the media vigorously reporting these efforts. International trade agreements have become the façade, the Kabuki mask, to disguise or hide the agenda of the multinational pharmaceutical companies.
I am also aware of the public efforts of the EC to resolve these issues but I not sure the scope of recommendations  can fly now that the issue is one of national sovereignty.

How can the EC help to recreate a level playing field? Are not these actions a threat to global trade responsibilities?  No one is looking for a trade war but these issues need to be resolved now for the reasons noted above. Otherwise we may eventually fragment into a TRIPS North and a TRIPS South.
Lets for a moment look at some of the history and what happens when someone stands up to be counted.

At the Global Fund, generic use, for all practical purposes, was not possible until the recent courageous announcement of what I call a change of policy. We all know the pressures and threats exerted by my government inside the Global Fund to block generic use. As a result, of the new policy, Malawi announced that using the generic versions doubled from 25,000 to 50,000 the number of patients that could be covered. That enhances the ability of he under financed Global Fund to get “more bang for its buck” than was previously possible.
I do not think I have to provide more examples.
Let us turn to the positive, to the “do-able”…the possible. What can be an EC agenda in addition to using its influence to resolve the current crisis?
Can you use EC influence help provide the predictability needed to sustain generic competition? At the last meeting I was impressed by the amount of financing the EU nations are or will provide to help the poor nations of the world. Is it possible to direct this purchasing power towards predictability? It would help. 

What financing information can I help to circulate to generic manufacturers who, as you may know, have formed a central organization?

The EC should advance the concept to include in the 2016 definition the producing nations: China, India, Thailand and Brazil.  I sent the Commission a legal brief on how the archaic definition of a lesser developed nation” was conceived and highlighted the fact that only nations with populations under seventy-five million people are included.  In this crisis, that definition defies logic.
BEYOND THE PRICE BARRIER

Further, there are places where both patented and generic companies and the EC can join forces to solve a few of the problems we face above and beyond the cost of medicines.
Who is conducting the research to help bypass the stigma of women who allow use of Nevirapine and then cannot feed the infant mothers milk? If a natural or chemical medicine can be developed to provide continued immunity, it would allow widespread use of Nevirapine, with informed consent, in heavily impacted areas and possibly bypass the stigma that now restricts its use? This could dramatically reduce the transmission of HIV from one generation to another.
I have talked in the past about the mobile laboratory developed by the Cubans that can track the progression of the disease in many locations until there are enough trained personnel to go around. Why can’t we join forces and get that job done?  If I were the adviser to a patent holder, I would urge that company to pick up on this concept. 

What other ideas are out there where we can cooperate and not waste our efforts challenging or “one upping” one another.

I could go on citing barriers and opportunities, but I have already said enough for you to show me the door. 

Thank you.


NOTE:  At the meeting in response to the question of medicines being diverted from Africa to Europe, the following formerly confidential information was revealed:

While I urge the NGOs and others to tackle the problem of diverted medicines as a priority and to work closely with the multinationals to prevent this from happening, I wonder why the most serious diversion that I have encountered was not revealed?

The multinationals, concerned about the diversion of medicines hired a British investigator to verify how medicines sent to Iraq as part of the oil-for-food-and-medicines program was diverted from Iraq to Serbia. The investigator found the trail and reported it to his clients who for reasons that may be valid, decided not to make the discovery public.

I later found these medicines in Macedonia and followed that trail to learn that the medicines had gone to a cigarette cartel controlled by the leadership in Serbia, then transshipped to Macedonia in exchange for $20 million in tobacco. Top political leaders in Macedonia appeared to be involved. A newspaper person and a U.S. reporter, having only part of the story, reported three murders surrounding this transaction. 


I provided the U.S. Ambassador with a full, documented and confidential report on the entire process from Iraq to Serbia to Macedonia.


Look at this case and compare it to the issue that set off our interest in finding ways to prevent diversion. Which is the greater story?


I present this not to deny that the transshipment from Africa did not happen…as I have said before, with the Dutch police involved, I believe the story is true and I take exception, as I have here, with some NGOs who doubt its validity. My point is the contrast between the exploitation of the African situation and the burying of the Iraq discovery. 


Perhaps, in addition to their financial contributions to the Bush campaign, the multinationals should present the Administration with this information. I believe that revelation could assist their case against Iraq.
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