The New York Times

March 28, 2004

Page A1

Plan to Battle AIDS Worldwide Is Falling Short

By DONALD G. McNEIL Jr.

Three years after the United Nations declared a worldwide offensive against AIDS and 14 months after President Bush promised $15 billion for AIDS treatment in poor countries, shortages of money and battles over patents have kept antiretroviral drugs from reaching more than 90 percent of the poor people who need them. 

Progress in distributing the drugs, which have sharply cut the death rate in the United States and other Western countries, has been excruciatingly slow despite steep drops in their prices. 

As a result, only about 300,000 people in the world's poorest nations are getting the drugs, of six million who need them, according to the World Health Organization. 

Experts, advocacy groups and health officials agree that the delays, compounded by inadequate medical facilities and training in very poor countries, are likely to persist unless spending is stepped up sharply. 

Early this month, Stephen Lewis, the special United Nations envoy for AIDS in Africa, conceded that the W.H.O.'s ambitious plan to have three million people in treatment by 2005 — announced on Dec. 1, World AIDS Day — was already collapsing from a lack of money. Donations to the Global Fund to Fight AIDS, Tuberculosis and Malaria are now about $1.6 billion a year, barely 20 percent of what Secretary General Kofi Annan said was needed when he created the fund in 2001. 

Saying that global contributions come to a tiny fraction of what is being spent on military operations and building civilian institutions in Iraq and Afghanistan, Mr. Lewis added that if the W.H.O. program failed, "there are no excuses left, no rationalizations to hide behind, no murky slanders to justify indifference — there will only be the mass graves of the betrayed." 

While Mr. Bush promised in his 2003 State of the Union address to spend $15 billion over five years on AIDS in Africa and the Caribbean, his budget requests have fallen far short of that goal. For the most recent donation to the Global Fund, he requested only $200 million, although Congress authorized $550 million. 

Nor have Europe and Asia been as generous as the fund had hoped. 

Dr. Richard G. A. Feachem, a Briton who is the fund's executive director, put a brave face on the situation, describing current donations as "a steep upward flight path to our cruising altitude, which we anticipate to be $8 billion." To get there in the fund's first two years would be "inconceivable," he added. He is lobbying Congress for $1.2 billion for 2005. 

At the same time, few people in poor countries have been able to get lower-priced generic antiretroviral drugs. While the generic drugs have been approved by the W.H.O., endorsed by the World Bank and used in several African countries, the Bush administration has so far paid only for medicines that are still under patent and cost much more. 

For example, Daniel Berman, co-director of the Doctors Without Borders campaign for low-cost drugs, said that in Zimbabwe his organization planned to treat 1,000 patients with drugs from two approved Indian generic makers, Cipla Ltd. and Ranbaxy Laboratories Ltd. 

Both companies combine three antiretrovirals so that a day's dose is just two pills and the cost is $244 to $292 per patient per year. Meanwhile, Mr. Berman said, the Centers for Disease Control in Atlanta plans to pay for the treatment of 1,000 Zimbabweans, buying the same three drugs separately from GlaxoSmithKline, Bristol-Myers Squibb and Boehringer-Ingelheim. The best prices available in Africa from those companies, he said, add up to $562 a year, and a daily dose is six pills. 

Advocates of cheap drugs say the Bush administration has yielded to pressure from the pharmaceutical lobby to find ways to reject the generics. 

On Friday, Senators Edward M. Kennedy, Democrat of Massachusetts, and John McCain, Republican of Arizona, wrote a joint letter to the White House urging it to accept W.H.O.-approved generics. 

In a separate letter, Representative Henry A. Waxman, Democrat of California, accused the administration of trying to set standards for Indian generics higher than those for American ones. 

A spokesman for Randall L. Tobias, the administration's AIDS coordinator, said any suggestion that he was snubbing generics was "utter nonsense." 

"We will buy whatever drug is safe and effective at the lowest possible price," said the spokesman, Dr. Mark R. Dybul. "We don't care if it's made by Cipla or Ranbaxy, in South Africa or Brazil or Nigeria."

Mr. Tobias has scheduled a meeting in Botswana for Monday to ascertain whether the W.H.O.'s approval process is rigorous enough.

Dr. Lembit Rago, who leads the W.H.O. assessments, said he used "absolutely the same principles" as the Food and Drug Administration, and borrowed his inspectors from regulatory agencies in Canada, France, Germany, Sweden and Switzerland. As soon as his office approved the Indian pills, he said, "a very cold wind began to blow from the U.S." 

"It is no secret that Pharma is lobbying against us in a big way," he said. 

A spokesman for the Pharmaceutical Research and Manufacturers Association of America, the industry's American lobbying group, said his association was "not involved in any way in this." But he called the Indian drugs "new combinations that have not been appropriately treated." 

Dr. Dybul said Mr. Tobias wanted to see all the data the Indian companies gave the W.H.O. 

A W.H.O. spokeswoman said the agency signed confidentiality agreements, but she said the Bush administration could ask the Indian companies for the data. 

Against that backdrop, prices for both branded and generic medicines have plunged in the last two years. Last October, a foundation organized by former President Bill Clinton announced an agreement with Indian and South African generic makers to sell the drugs for $140 per patient per year if large orders were guaranteed, payment was in cash and the drug maker did not have to pay the legal and lobbying costs of getting each drug licensed in each country. 

In January, Mr. Clinton announced that he had brokered another price-cut deal with five companies making AIDS tests. One of the companies, Becton, Dickinson & Company, dropped the cost of its CD-4 count, which measures immune cells, to as little as $3, from a high of $10. 

On Dec. 9, with little fanfare, an important step took place in South Africa. Two pharmaceutical giants, Glaxo and Boehringer-Ingelheim, agreed to grant licenses to produce AIDS drugs to four generic companies from India and South Africa. 

The companies will be allowed to sell the drugs anywhere in sub-Saharan Africa. In return, Glaxo and Boehringer will get royalties of 5 percent of sales. Under the threat of heavy fines, the companies had backed down from their original plan: a license for one small generic maker supplying only South Africa's public hospitals and royalties of 15 percent to 30 percent. 

The Canadian government has proposed a law encouraging its drug makers to make cheap copies of drugs to treat AIDS and malaria for export to poor countries. The bill is bogged down in Parliament. 

Treatment plans have varied wildly in different countries. South Africa, with the world's largest number of AIDS patients, was slow to roll out nationwide treatment because of years of opposition by President Thabo Mbeki. India, which has the second largest number, has been slow to negotiate low prices with its own generic companies. Brazil makes its own generic drugs. Romania buys only brand-name drugs, but its epidemic is confined to about 10,000 people. 

Nigeria, Africa's most populous country, has had trouble running even so much as a pilot program for 15,000 of an estimated 3.5 million infected people. Many of the country's 25 treatment centers, which were selling the drugs at a subsidized price of $85 a year, ran dry in September and did not get new supplies until February. 

Malaysia is the only country to exercise a "compulsory license" right under trade treaties to ignore a patent and import generics, said James P. Love, director of the Consumer Project on Technology, a group that is pushing for cheaper drugs. Uganda, Mozambique and Zambia may soon do the same, he said, but China backed away from doing so for fear of American trade retaliation. "They're using older drugs that are already off patent in China," he said. 
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Bush's AIDS Program Balks at Foreign Generics 
U.S. Insistence on More Tests Complicates Rollout 

By David Brown
Washington Post Staff Writer
Saturday, March 27, 2004; Page A03 
The Bush administration is requiring that foreign-made generic AIDS drugs undergo further evaluation before they are used in its $15 billion global AIDS program, even though the same pills have passed muster by the World Health Organization and other international health groups.

Announced three weeks ago to the first organizations to get money through the Bush program, the decision is already complicating the rollout of the enormously ambitious President's Emergency Plan for AIDS Relief. That plan, which goes by the acronym PEPFAR, aims to put 2 million people in 14 African and Caribbean countries on life-saving antiretroviral therapy over the next five years.

The decision to spend U.S. funds only on brand-name drugs until foreign generics are studied further has angered AIDS activists. They see it as an effort to protect the U.S. pharmaceutical industry and undercut, at least symbolically, the burgeoning offshore generic drug industry.

"They are trying to hand the U.S. global AIDS plan over to Big Pharma," said Sharonann Lynch of the group Health GAP. "Look at the leg up that brand-name drugs are getting, courtesy of George Bush." 

PEPFAR officials say they are only showing an abundance of caution as the United States government commences paying for lifelong medical treatment for millions of noncitizens, most of them in Africa.

"If in two or three years we have drug resistance as a result of a therapy that we introduce, we will have lost the continent in terms of our ability to treat," said Mark R. Dybul, an AIDS researcher from the National Institutes of Health now assigned to the Office of the U.S. Global AIDS Coordinator, at the State Department.

" 'Good drugs' isn't good enough. Because of the risk of resistance, we need the highest possible quality drugs to avert a disaster on the continent," he added.

Several experts believe the policy could have two possible effects.

It could delay initiating antiretroviral therapy in some AIDS patients in the developing world. Alternatively, it might require some of them to start taking more expensive brand-name pills and then switch to generic equivalents in six months to a year.

Even at the deep discounts offered by their makers, brand-name drugs in most cases are about three times the price of generics. And even if the period in which more expensive drugs are used is short, the policy could sow confusion in the minds of newly treated AIDS patients and complicate the operation of newly established AIDS clinics.

This is especially true in countries getting money not only from PEPFAR but also from sources such as the Global Fund for AIDS, Tuberculosis and Malaria, which endorses the pills that PEPFAR now prohibits.

"It is hard to simplify [an AIDS treatment system] when the Americans say: Let's do it with different drugs and a separate procurement system," Stephen Gloyd, a physician at the University of Washington, said. "It has a potential negative effect on the ground. It's not just an issue of buying more expensive drugs."

Through an organization called Health Alliance International, Gloyd is helping set up treatment programs in Mozambique with about $3 million from PEPFAR.

Practically speaking, the main drug that PEPFAR recipients will not be able to use immediately is a "fixed-dose combination" of three antiretroviral drugs -- stavudine, lamivudine and nevirapine -- made by several companies in India.

Sold as Triomune, Triviro and other names, it comes in a single pill and is taken twice a day. A year's supply can cost from $136 to $263. Taken as separate pills bought at a discount, this combination costs $559 a year. 

The combination is one of four that World Health Organization experts recommend in the guidelines for the "3 by 5" program -- WHO's separate effort to help put 3 million people in poor countries on antiretrovirals by the end of 2005. In practice, about 90 percent of people who have never taken AIDS drugs are expected to start with it.

PEPFAR's prohibition against using this unusually handy pill arises from the requirement that AIDS drugs bought through the U.S. program must be "approved by a stringent regulatory authority or otherwise demonstrate quality, safety and efficacy at the lowest possible cost," according to guidelines issued in December. In practical terms, that means drugs approved by the Food and Drug Administration (FDA) -- this country's "stringent regulatory authority" -- or through other mechanisms the PEPFAR may set up.

Several years ago, WHO set up a system to help countries shop wisely for drugs used to treat the three big infections of poverty -- AIDS, tuberculosis and malaria. The system is called "prequalification."

Drug companies -- both those making patented brand-name drugs as well as those making unpatented generics -- are invited to submit their products for WHO evaluation. The drugs (or, in the case of combinations, their components) have been tested and licensed elsewhere. WHO examines them for purity, safety and efficacy. Employing three-person teams of regulatory experts, it also inspects the factories where they are made. 

If the drug is deemed safe and potent, and the manufacturing procedures good, it is published on a list. Periodically, samples of these "prequalified" drugs are tested to make sure they are still up to standard, and are being made where they are supposed to be made.

The system is voluntary. Because it has no legal standing and is simply a service for WHO's 192 member states (especially ones that do not have an equivalent of the FDA), "prequalification" does not meet PEPFAR's legal requirements.

Generic drug manufacturers in India, Brazil and elsewhere could submit their products to the FDA for approval, but most do not because they would then have to honor U.S. patent law. Consequently, Triomune and similar products are not licensed for use in the United States.

Dybul said the data WHO collects may contain all the information PEPFAR needs to reassure itself that Indian generics are good enough. However, WHO collected the data with the understanding it would be confidential. 

"All we are saying is: We need to see the data ourselves," Dybul said. He added that if anything bad happened because the Bush program used substandard drugs, "you would crucify us for not having the due diligence of looking at the data ourselves -- and rightly so." 

However, because the data cannot be turned over to PEPFAR, U.S. officials are proposing that countries and organizations agree on a set of principles by which fixed-dose combination drugs -- not only for AIDS but also for other diseases -- can be evaluated. Each group could adopt the principles as its own, and drug companies would know what documentation to submit.

A meeting to work on a statement of principles is scheduled to take place Monday and Tuesday in Gaborone, Botswana. Even if adopted quickly, it could be fall before offshore AIDS generics get PEPFAR's approval under this mechanism. 

Many experts do not think such a parallel system is necessary, given the existence of WHO's prequalification program. 

"We are basically doing all the same functions" that the FDA does when it reviews generic combinations composed of medications that have long been taken together as separate pills, said Lembit Rago, WHO's coordinator for quality assurance and safety of medicines.

A clinical pharmacologist who once headed Estonia's counterpart to the FDA, Rago said in practical terms it is irrelevant that "prequalification" is not "legal licensure."

"It doesn't matter which color is the cat. It has to catch the mice," he said.
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8,000 Deaths a Day

THE BUSH administration deserves credit for invigorating the fight against the global AIDS pandemic, which inflicted some 5 million new HIV infections last year. But its strategy has two defects. Not enough of the expanded AIDS budget is going through the Global Fund  to Fight AIDS,  Tuberculosis and Malaria, which was up and running before the U.S. program and has a track record of disbursing money quickly.  At the same time, the administration is taking a tortuous approach to AIDS treatment. Rather than back the use of  unpatented "generic" medicines made by foreigners, it appears keen to find excuses to procure patented drugs from U.S. firms.

  Generic AIDS drugs cost perhaps a quarter as much as patented rivals, even after the latter have been discounted, according to the medical charity Medecins Sans Frontieres. Using the expensive option, and therefore treating fewer patients, is perverse, given the scale of the pandemic. Of the 40 million people living with HIV, some 6 million are considered to be in urgent need of treatment, but only 400,000 are receiving it. At $500 per patient per year, which is the low end of the range for patented medicines, it would cost nearly $3 billion per year to buy drugs for all who need them, and billions more to deliver the medicine and monitor treatment. And that's before counting the cost of spreading safe-sex or abstinence messages, not to mention the cost of caring for AIDS orphans. In his State of the Union address last year, President Bush promised to boost spending on international AIDS to $3 billion annually. That's a huge increase, but not enough to cover drugs that are four times the price of generics.

  Generic drugs are also easier to administer. Because they operate outside U.S. intellectual-property laws, makers of generic drugs can copy the ingredients of patented AIDS drugs and combine them into a single pill. For people with HIV, this can mean taking two pills a day instead of a cocktail of six patented tablets. The simplification makes it easier for patients to take the pills as they are supposed to, reducing the speed at which drug resistance develops. 

  The administration says that it is concerned that  generic drugs may not be safe and that it wants to procure drugs reviewed by a stringent regulatory agency such as the Food and Drug Administration. Generic versions of AIDS drugs are barred from the United States by patent law, so they do not have FDA certification. However, doctors at the World Health Organization have published a list of generic drug makers that produce the drugs to acceptable standards, and other donors have sufficient confidence to buy and distribute their tablets. If the administration does not trust the WHO, it should dispatch inspectors immediately to generics factories. But instead, it is sponsoring a conference next week to discuss principles on which combination pills should be evaluated. This seems like a digression. Meanwhile AIDS is killing more than 8,000 people a day.
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White House Gets Pressure on AIDS Plan

Activists, Drug Firms Duel Over Use of Funds

For Generic Combination Drugs in Africa

By SARAH LUECK

Staff Reporter of THE WALL STREET JOURNAL

March 25, 2004; Page A4

WASHINGTON -- Caught between its allies in the drug industry and its

promises to battle AIDS in Africa, the Bush administration is facing

mounting pressure to allow its multibillion-dollar AIDS fund to spend money

on generic combination drugs in Africa.

The generic drugs cost just a fourth as much as their name-brand

counterparts, a price that would make them available to many more of the 30

million Africans suffering from AIDS. They are being pushed hard by the

World Health Organization and various AIDS activist groups. But brand-named

pharmaceutical makers, already fighting a global flood of attempts to copy

their patented treatments, strongly oppose their use -- in part, they say,

for safety reasons.

The issue is likely to be hotly debated next week at a meeting in Botswana

on international standards for evaluating generic combination drugs, which

was called by the U.S. and involves regulatory and scientific experts from

numerous countries, U.S. agencies and WHO. It also is under discussion

among Bush administration officials, who pledged last year to spend $15

billion over five years on AIDS in Africa and say they must choose a course

by the fall at the latest, before a ramp-up in funding for AIDS programs.

That puts the issue at the doorstep of the presidential election.

 BUSH ON GLOBAL AIDS

A brief look at President Bush's policy on combating AIDS overseas:

• Jan. 28, 2003: Bush announces a 5-year, $15 billion plan to fight AIDS in

Africa and the Caribbean, alludes to the use of cheaper generic drugs.

• Feb. 4: Bush requests $450 million for the first year of the initiative

in his FY 2004 budget.

• Oct. 23: Clinton Foundation HIV/AIDS Initiative secures deal with four

generic companies to cut the annual cost of triple-drug regimen to $139 per

person from $201.

• July 10: Bush tours Africa.

• Dec. 1: World Health Organization officially condones the use of generic

AIDS medicines from two Indian companies.

• Feb. 2, 2004: Bush pledges $2.8 billion for the effort in his FY 2005

budget.

• Feb. 23: U.S. begins issuing grants to fight AIDS abroad but doesn't say

whether money can be used to buy generic drugs to fight AIDS.

• March 29: U.S. participates in Botswana conference on generic drugs.

The big immediate question is whether treatment programs in Africa will be

able to use U.S. funds to buy the generic products used in the combination

treatment. They are made by two India-based companies -- Triomune, made by

Cipla Ltd., and Triviro, made by Ranbaxy Laboratories Ltd. The products

lack approval from the Food and Drug Administration, but they have won the

backing of WHO. The three patent holders on each drug in the WHO-listed

combination are GlaxoSmithKline PLC, Bristol-Myers Squibb Co. and Germany's

Boeringer Ingelheim.

Drug-industry trade group PhRMA says it is leaving lobbying on the issue up

to individual member companies, but also is raising safety concerns. "You

can't just mix them together and put them on the market," says PhRMA

spokesman Mark Grayson. "You have no idea how it's going to work in tandem.

You need to run at least a year's worth of clinical trials and testing."

Those who favor using American money for the generics believe the U.S. has

been signaling its opposition to their use. These pro-generic activists are

stepping up their efforts, arguing that not only are the drugs less costly

but also simpler to use because they require patients to take fewer pills.

They have been joined by several legislators on Capitol Hill who have

turned up the pressure on the administration ahead of the meeting, with

letters urging acceptance of the generic combination drugs.

In a letter, Sen. Edward Kennedy (D., Mass.) writes President Bush that he

is "concerned that your administration is developing a new process" to

review generics. "At worst, the new process will give the pharmaceutical

industry further opportunity to deny these urgently needed generic

medicines," he writes. Rep. Sherrod Brown (D., Ohio) sent a similar letter

to the administration yesterday.

The controversy is unfolding at a time when the drug industry already is

trying to fend off election-year calls to legalize importation of cheaper

prescription medications from Canada and Europe, as well as ever-louder

complaints about the cost of drugs. Some in the industry worry that

overseas generic combinations will flood developed countries.

Mark Dybul, deputy chief medical officer in the office of U.S. Global AIDS

Coordinator Randall Tobias, says the U.S. is "agnostic" on the question of

whether to purchase the combination drugs, adding that he is confused by

the anger of some in the advocacy community. It already is a big shift, he

says, for the U.S. to consider how it might give approval to medications

that aren't approved by its own FDA.

"Our predilection is to use them if at all possible," Dr. Dybul says. "The

activists should be jumping up and down and saying, 'Hallelujah, this is a

major movement in international health.' "

But the advocacy groups point out that President Bush's AIDS plan, released

last month, said procurement of drugs would have to comply with federal

intellectual-property protections. Moreover, they interpret recent

statements by Mr. Tobias -- a former chief executive of Eli Lilly & Co. --

as critical of generic drugs and WHO process for "prequalifying" them for

use in AIDS treatment. In testimony before a House subcommittee, Mr. Tobias

said, "The problem is there is no process, no principles, no standards in

place today, from a regulatory point of view, to make that assurance."

While WHO isn't a regulatory body per se, it set up a process to review the

combination generics that included evaluations by regulatory experts from

Canada, Europe and Australia of the drugs' safety and quality, as well as

inspections of the facilities where the pills are made. Some WHO officials

were irritated that the U.S. wanted to revisit the issue, but say they are

keeping an open mind.

Dr. Dybul says U.S. officials aren't trying to subvert the WHO process, but

need more information about the drugs in question. "We're the ones buying

them; we need to see the data," he says.

He adds that Mr. Tobias's comments during his congressional testimony

shouldn't be interpreted as negative. He says the U.S. suggestion to hold

the Botswana meeting was well received by an international community

clamoring for agreement on which drugs to use, and says he has seen no

interference or undue influence from the drug industry.

The advocacy groups say President Bush, in his January 2003 State of the

Union address announcing an unprecedented commitment to fighting AIDS

around the world, referred to the less-costly generic products. The cost of

antiretroviral drugs "has dropped from $12,000 a year to under $300 a year

-- which places a tremendous possibility within our grasp," Mr. Bush said

in that speech. "Ladies and gentlemen, seldom has history offered a greater

opportunity to do so much for so many."

Dr. Dybul agrees that Mr. Bush "had to have" meant the generic drugs. But

"that doesn't translate automatically to use," he says. "You still have to

consider quality, safety and efficacy."

Meanwhile, international health experts worry that if the U.S. decides not

to buy generic drugs, treatment could be a logistical nightmare.

Governments may have to decide whether to run separate programs with

generic and brand drugs and keep the U.S. funding stream separate.

Advocates for using the drugs say with a limited amount of money, every

dollar counts.

"If there were enough money for everyone, we would not care which drugs,"

says Peter Mugyenyi, head of the Joint Clinical Research Center in Uganda,

which provides the generic combination drugs to AIDS patients. "We have a

moral imperative and an ethical dilemma -- how to choose among the patients

who should live and who should die."

Write to Sarah Lueck at sarah.lueck@wsj.com3
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Poor Nations May Soon Get AIDS Medicine 

By BARBARA BORST 

Associated Press Writer 

NEW YORK (AP) - Efforts to get AIDS medications to millions of HIV-infected people in poor countries may be on the verge of a breakthrough, some experts say. 

Disagreements abound over drug safety, trade rules, funding and the sincerity of U.S. government efforts, but there are signs of progress. 

Stephen Lewis, the United Nations special envoy for HIV/AIDS in Africa, told The Associated Press that major changes in the past six months -- especially new trade agreements and a World Health Organization initiative -- have produced "the largest quotient of hope we've had in a long, long time." 

Dr. German Velasquez, coordinator of WHO's drug action program, said he was not optimistic about the trade agreement but sees steps forward in China, Latin America and South Africa, the country with the most HIV-infected people. 

Some 40 million people worldwide are infected with HIV/AIDS -- two thirds of them in sub-Saharan Africa; 30 million have died of AIDS-related causes, according to U.N. reports. 

Recent developments include: 

-- A WHO plan to provide anti-AIDS medicines to 3 million people in developing countries by 2005 

The U.N. health agency says only 8 percent of those in need receive drugs that, in rich countries, have turned AIDS from a death sentence into a chronic disease. 

-- A World Trade Organization agreement to let poor countries import generic AIDS drugs they can't manufacture, and proposed legislation in Canada and Norway to implement it 

-- The first steps in the U.S. government's $15 billion, five-year anti-AIDS program 

-- Pilot programs run by Medecins Sans Frontieres, or Doctors Without Borders, that have thousands of people on generic fixed-dose combination drugs 

-- China's recognition that it has at least 840,000 HIV-infected people 

-- South Africa's promise to provide free anti-AIDS drugs within five years 

Lewis said there is "a potential breakthrough coming in 2004, 2005" if WHO gets the $200 million it needs to train people in developing countries and organize supply lines. So far, wealthy countries have contributed little, he noted. 

"We can't pretend there's been a huge increase in the last six months in the availability of drugs at low cost. We seem to be right on the threshold of a dramatic increase," he said. "The WTO agreement makes it possible." 

Velasquez said, however, that efforts to implement the WTO agreement are "totally stuck." The U.S. initiative, and pharmaceutical companies' promises to offer patented medicines free or at cost, are "big announcements ... in big industrialized countries" that have yet to make a big difference in drug availability in Africa, he said. 

The U.S. initiative has critics, including Doctors Without Borders, which charges that the government will only allow the funds to be spent on patented medicines -- which means they'll reach fewer people because they're much more expensive than those made by generics manufacturers -- and that it creates doubts about the safety of anti-AIDS medicines recommended by the WHO. 

"There are very clear signals that the U.S. government does not support ... the use of fixed-dose combinations" made by foreign generics manufacturers, Ellen 't Hoen of the group's Campaign for Access to Essential Medicines said. 

"We are very worried that these arguments about the safety of the medicines ... will lead to loss of confidence in the products," she said. 

The U.S. Global AIDS Coordinator's office denies the charges. Its deputy chief medical officer, Dr. Mark Dybul, told the AP that "we will buy any drug that has proven to be of high quality, safe and effective, and at the lowest cost possible." 

Dybul said the government wants to be certain not to contribute to the virus' drug resistance through widespread but inappropriate drug distribution. 

"We could lose a whole continent," he warned. 

U.S. officials, WHO, the Joint U.N. Program on HIV/AIDS and the Southern Africa Development Council will meet in Botswana on March 29-30 to work out principles for drug approval. 

The five-year U.S. program, which aims to treat 2 million people in poor countries, includes $9 billion for 15 countries hard hit by AIDS, $5 billion for 100 other countries and $1 billion for the Global Fund to Fight AIDS, Tuberculosis and Malaria. 
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Associated Press - 3-29-04
Health officials debate approval methods for generic anti-AIDS medications 

By SELLO MOTSETA 

Associated Press Writer  

GABORONE, Botswana (AP) - International health experts opened discussions Monday about low-cost generic anti-AIDS medications that offer a ray of hope to AIDS-ravaged poor countries but that have become controversial after U.S. officials raised doubts about them. 

The U.S. Department of Health and Human Services, the World Health Organization, the Joint U.N. Program on HIV/AIDS and the Southern Africa Development Council opened the two-day conference in Botswana's capital to discuss the safety, effectiveness and approval process for fixed-dose combination therapies. 

The drugs combine three antiretroviral medicines in one pill, which advocates say makes it easier for patients to stick to their treatment regime. The pills, produced by generics manufacturers, are considerably cheaper than the patented equivalents. 

U.S. officials attending the conference have dismissed allegations that they are protecting huge pharmaceutical companies by raising questions about the appropriateness of widespread use of fixed-dose combination drugs. They argue that they want internationally accepted standards, like those in place for malaria and tuberculosis medications, in order to avoid drug resistance. 

"We know from a decade of clinical experience that if you do not maximally suppress the virus, you significantly increase the risk of resistance," Dr. Mark Dybul, deputy chief medical officer for the U.S. Global AIDS Coordinator's office, told The Associated Press. "That's why we use three-drug combinations, not one or two." 

But critics fear that setting up another review system could slow down attempts to get low-cost drugs to African countries, home to more than two-thirds of the world's 40 million HIV-infected people. 

The World Health Organization says only 8 percent of those in need receive drugs that in rich countries have turned AIDS from a death sentence into a chronic disease. The United Nations estimates that about 30 million people have died of AIDS-related causes. 

"There are very clear signals that the U.S. government does not support ... the use of fixed-dose combinations" made by generics manufacturers, Ellen 't Hoen of the medical aid group Medecins Sans Frontieres told journalists last week. 

"We are very worried that these arguments about the safety of the medicines ... will lead to loss of confidence in the products" that are recommended by the WHO, she said. 

In 2003, the WHO established guidelines on appropriate therapy for HIV in resource-limited countries. Several combination therapies that have been pre-qualified under these guidelines, including Triomune and Triviro -- generic medications manufactured in India that combine in a single pill the recommended regimen of stavudine, lamivudine and nevirapine. 

According to MSF, combination drugs cost about US$270 a year for 2 pills a day as compared to other drugs costing about US$562 a year for 6 pills a day. 

"WHO has made enormous headway in verifying the quality of generic AIDS drugs that are the only hope for millions of low-income people with AIDS," Joanne Csete, director of the HIV/AIDS Program at Human Rights Watch said last week in a statement on the group's Web site. "But to protect brand-name pharmaceutical interests, the United States may dash that hope." 

Generic manufacturers also have come out against the U.S. position. 

"This is a political meeting disguised as a scientific meeting. The organizers' purpose was to undermine the World Health Organization prequalification process," said William Haddad, chairman of Brogenerics, a U.S.-based generic AIDS drug manufacturer. 

U.S. Rep. Henry Waxman said establishing a parallel approval process to the WHO would make no sense. "Such a process could set up conflicting international standards, confusing countries and donors," he said last week in a letter to U.S. President George W. Bush. 

Experts suggest that if additional standards need to be put in place, they should be included in the current WHO processes quickly. 

"Our association ... is predicated on an overriding interest to ensure that there are no unnecessary regulatory hurdles to the rapid approval and registration of quality fixed-dose combinations (FDCs)," Julian Fleet, Senior Adviser for UNAIDS, told the AP. 

"By providing a set of principles which can be considered by drug regulatory agencies, and also of use to manufacturers, these agencies hopefully will be better able to assess FDC applications in a fast track mode," Fleet said. 

Conference host Botswana is the only African country to give out AIDS drugs on a national scale. Despite cost concerns, no generic drugs are currently being dispensed.
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Associated Press

Lawmakers Urge Acceptance of WHO Approvals for Overseas AIDS Drugs

The Associated Press

Published: Mar 26, 2004

WASHINGTON (AP) -The White House should not push for more stringent

standards on lower-cost AIDS drugs to be used to combat the disease in

Africa, because the World Health Organization already has approved the

medicines, lawmakers said Friday.

Setting up an American system when WHO has approved the drugs would delay

delivery of AIDS medicines to people who need them, said Rep. Henry Waxman,

D-Calif., and Sens. Edward Kennedy, D-Mass., and John McCain, R-Ariz., in

separate letters to the White House.

"Make no mistake, delays will cost lives," Kennedy and McCain said in their

letter.

Waxman accused the White House of putting the consideration of American drug

companies above getting generic low-cost medicines, most of which are made

in India, to dying Africans.

"These pharmaceutical companies are among your strongest political

supporters," Waxman said. "They should not be dictating policy on U.S.

efforts to fight HIV/AIDS in Africa and elsewhere."

At issue is a scheduled meeting in Botswana to discuss whether stringent

safety and efficiency standards should be applied to "fixed-dose

combination" drugs, which combine several different treatments for the

disease into one pill.

Some of these medicines already have been cleared by the WHO, but some Bush

administration officials have suggested an American review system is

necessary. The American proposal will be discussed in Botswana March 29-30.

The lawmakers said WHO's standards are sometimes higher than the American

standards, and trying to set up another review system will just slow down

attempts to get low-cost drugs to African countries.
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Reuters – 3-25-04

Groups Accuse U.S. of Pushing Brand-Name HIV Drugs

Thu Mar 25, 2004 09:42 PM ET 

By Maggie Fox, Health and Science Correspondent

WASHINGTON (Reuters) - AIDS activist groups teamed up with the international relief group Doctors Without Borders on Thursday to accuse the U.S. government of pushing expensive, brand-name HIV drugs in poor countries.

The groups accused the United States of supporting the for-profit pharmaceutical giants that make the drugs, instead of joining the World Health Organization and other groups in distributing much cheaper and easier-to-take generics.

The U.S. government has said it is concerned that the generics, which often mix several drugs in one pill, may not be safe or completely effective in the long term.

At issue are the drug cocktails that allow patients infected with the AIDS virus to lead healthy lives, as long as they can juggle the complicated drug regimens, which often have serious side-effects.

These cocktails, called highly active antiretroviral therapy or HAART, are very expensive. But the World Health Organization and many groups have negotiated cheaper prices from some companies that make them. They have also bought and are distributing cheap copycat versions made by two Indian companies -- Cipla Ltd., and Ranbaxy Laboratories Ltd.

WHO, U.S. officials, scientists and experts are expected to discuss the issue at a meeting in Botswana next week.

"The generic drugs opposed by the United States allow people with HIV/AIDS to take only two pills a day, and they are much cheaper than the equivalent brand-name drugs," AIDS activist group Human Rights Watch said in a statement.

The cheapest cocktail costs $140 per year per patient as opposed to the brand-name equivalent which costs $600 a year, the group said. The groups say generics are safe and work well.

"WHO has made enormous headway in verifying the quality of generic AIDS drugs that are the only hope for millions of low-income people with AIDS," said Joanne Csete, director of the HIV/AIDS Program at Human Rights Watch.

GENERICS ALREADY WIDELY USED

"But to protect brand-name pharmaceutical interests, the United States may dash that hope."

Doctors Without Borders, or as it is more commonly known, Medecins Sans Frontieres, said it was widely distributing the disputed generics.

"MSF is currently providing antiretroviral therapy to more than 11,000 people living with HIV/AIDS in over 20 countries in Africa, Asia, Latin America, and Eastern Europe, and expects the total number of patients on (HAART) to reach 25,000 in 25 countries by the end of 2004," the group wrote in a letter to U.S. Global AIDS Coordinator Randall Tobias and Health and Human Servoices Secretary Tommy Thompson.

But Tobias, a former chairman of Eli Lilly and Co., has said he is concerned about the drugs' safety.

"I think it is very, very important that we move rapidly but with certainty that we're not endangering people's lives," Tobias told a hearing before a House Appropriations subcommittee last week.

Sharonann Lynch, Director of international policy for Health GAP, another AIDS activist group, disputed Tobias' intentions. "This is industry protection and politics masquerading as science," she said in a statement.

The dispute echoes a fight that ended in 2000 when former president Bill Clinton's administration backed down from a controversial plan to block generic HIV drugs.

Drug companies had argued that generics violated patent protections and compromised future research.

*****************************************************

San Francisco Chronicle
http://www.sfgate.com/cgi-bin/article.cgi?file=/chronicle/archive/2004/03/30/EDGK65S9TU1.DTL

Tuesday, March 30, 2004 (SF Chronicle)

AIDS relief threatened

   THE DRIVE TO PROVIDE anti-retroviral drugs to an estimated 6 million poor

people suffering from AIDS worldwide is falling far short of expectations.

   The World Health Organization's "3 by 5" plan aims to provide anti-

retroviral drugs to 3 million people by 2005. Yet so far, only 300,000

people are receiving them. Many of the rest face imminent death.

   The plan should be getting a huge boost as a result of President Bush's

promise in his 2002 State of the Union address to spend $15 billion over

five years to fight AIDS in Africa and the Caribbean. He set up the

President's Emergency Plan for AIDS Relief, but so far has only requested

from Congress a fraction of what he originally promised.

   Now the administration is throwing up another stumbling block that is

further slowing the distribution of effective medication. The United

States is requiring that cheaper generic drugs manufactured in India and

elsewhere meet standards set by the Food and Drug Administration before

the United States will pay for them.

   As a result, the United States won't pay for what are called "fixed dose

combination" anti-retroviral drugs manufactured in India, Brazil and

elsewhere. These drugs have already been screened by the World Health

Organization in a process called "prequalification." A year's supply of

one combination of three drugs costs between $136 and $263 -- considerably

less than brand-name versions manufactured by large pharmaceutical

companies.

   U.S., African and U.N. representatives are now meeting in Botswana to

examine whether the WHO's screening process is rigorous enough. All

parties should move quickly to resolve this unnecessary fight. Millions of

lives are at stake. 

Copyright 2004 SF Chronicle
*****************************************************

National Public Radio - Marketplace Morning Report – 3-29-04

Newscast: Meeting in Botswana on AIDS drugs 

KAI RYSSDAL, anchor: 

AIDS and the drugs to treat it are on the agenda at a meeting in Botswana today. The US, the World Health Organization and regulators from dozens of African nations will discuss medicines widely used in the developing world. Helen Palmer reports from the MARKETPLACE Health Desk although the WHO endorses these drugs, the US isn't so sure. 

HELEN PALMER reporting: 

They're called fixed-dose combination drugs. They combine three different AIDS therapies in one pill. Ellen ‘t Hoen of Doctors Without Borders says they're well-tolerated by patients and have other advantages. 

Ms. Ellen ‘t Hoen (Doctors Without Borders): The prices are very good. The best price that is available at the moment is $140 per patient per year. 

PALMER: That's because they're generic drugs manufactured in India. But the US is examining their safety at today's meeting. The US State Department's HIV/AIDS Bureau argues there's no hard data on just how effective or safe these drugs are. Without that data, they can't support their use. 

But ‘t Hoen believes the US concern isn't safety, but rather profits. She says US-based drug companies hold patents on many AIDS drugs and fear they'll lose market share. In Boston, I'm Helen Palmer for MARKETPLACE.

*****************************************************

Voice of America

The Debate Over Generic Drugs To Fight HIV/AIDS
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Joe De Capua

Washington

26 Mar 2004, 16:24 UTC

The humanitarian group Doctors Without Borders is accusing the Bush

Administration of trying to "shut out the use of quality, effective

generic AIDS medicines."  It says the US "plans to limit its global

AIDS financing to brand-name pharmaceutical products."  However, the

administration strongly denies the charges, saying it is concerned

about the quality, safety and effectiveness of the medications.

Doctors Without Borders says generic AIDS drugs are four to five

times more affordable than brand name drugs.  It's currently treating

about 11-thousand people with anti-retrovirals, with about half

receiving what are called Fixed Dose Combinations, or FDC's.  That

is, several AIDS drugs are combined in perhaps one or two pills.  It

makes it easier for HIV/AIDS patients to adhere to their treatment

regimen.  Doctors Without Borders says it has had very good results

in its treatment programs as a result.

However, the group says the Bush administration is pressing for the

use of more expensive brand name drugs, which could make Fixed Dose

Combinations unaffordable.  It says the United States will question

the quality of FDC's at a meeting in Botswana scheduled for March

29th and 30th.

Ellen 't Hoen is head of the group's Access to Essential Medicines

Campaign.  She says the World Health Organization has a program that

helps ensure the quality of the generic drugs.  It's called the

Pre-Qualification Project.

"What it does is look at the dossiers of the medicines.  Companies

can apply for WHO pre-qualification.  And the WHO will go to the

companies, it will visit the companies, it will look at the dossiers

and it will assure that those drugs that are submitted to the WHO

pre-qualification are indeed of the same quality as the originator

drugs."

She says a number of the Fixed Dose Combinations produced by the

generic companies in developing countries have been pre-qualified by

the WHO.  She says these are the FDC's used by Doctors Without

Borders.

Supporting the medical group in its criticism of the Bush

Administration is Sharonann Lynch of the activist group HealthGap.

She accuses the Bush administration of supporting the big

pharmaceutical companies.

"Despite international support for the standards by the WHO on

quality AIDS drugs, the Bush administration intends to block

countries from using US money to buy the fixed dose generic

medicines, although these drugs are quality assured and at least four

to five times cheaper than the brand name products.  If the

administration is successful, desperately needed money will be wasted

on overpriced products and fewer dying people will get the treatment

they need to live."

However, the Office of the US Global AIDS Coordinator rejects the

charges.  Tom Flaven is spokesman for the office.

"The United States has committed 15 billion dollars to battle

HIV/AIDS globally and currently particularly in Africa.  We are very

concerned that people get the best quality medicine, safe and

efficacious, at the lowest possible price.  We are completely open to

any manufacturer who can provide us drugs that have those qualities.

The WHO runs a wonderful system for pre-qualification, but it's

voluntary.  They can't share the company data.  We are not going to

buy pills unless we see the data about the safety and efficacy of

those pills because we feel responsible for the people who are taking

them."

Mr. Flaven says any generics must have bio-equivalence.  That means

when it gets into the body it acts exactly the same way as the brand

name version.

The spokesman for the US Global AIDS Coordinator denies the Bush

Administration only favors the big pharmaceutical companies.

"That's not the case at all.  If that were the case, we would have

gone and said we will only use FDA (Food and Drug Administration)

approved drugs and never bother to hold a meeting like this in

Botswana.  But instead we opened it up to the world and the world is

advising us.  We had a planning meeting for this particular

conference with 25 nations represented, 12 from Africa.  And these

were regulatory people from all over the world, including the

gentleman who runs the pre-qualification program for the WHO.  In

addition, that gentleman will be the co-chair of the meeting with

Precious Matsoso, who is the head of the Medical Control Council in

South Africa.  So there is no intent to hurt the WHO.  There is only

intent to help Africa."

He says the Botswana meeting will try to produce a resolution on the

necessary principles to evaluate the safety and efficacy of the drugs

being manufactured.  These include AIDS drugs from India, as well as

any that may be produced in African countries.

Mr. Flaven says the resolution must adhere to the Hippocratic Oath -

first do no harm.
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Voice of America

US Repeats Concerns on Safety of Generic Anti-Retro Virals in Global AIDS Battle

Dan Robinson

Capitol Hill

18 Mar 2004, 23:21 UTC

Listen to Dan Robinson's report (RealAudio) 

Robinson report - Download 466k (RealAudio) 

The U.S. Global AIDS Coordinator says a meeting in Botswana later this month, expected to involve more than 100 countries, the United Nations and numerous organizations, will be crucial to establishing regulatory standards as the basis for purchasing anti-AIDS drugs. Randall Tobias spoke before a congressional committee examining the Bush administration's budget for AIDS in 2005. Controversy is ongoing about funding and drugs employed in the AIDS battle. 

Mr. Tobias says the meeting will involve the United Nations UNAIDS organization, the Southern Africa Development Community (SADC), and others to develop principles that can be used by authorities in individual countries. 

The new U.S. effort to fight AIDS in 14 African and Caribbean nations is a $15 billion, five-year program for prevention and treatment, including contributions to organizations and the public-private Global Fund on AIDS, Malaria and Tuberculosis. 

Mr. Tobias was responding to questions about the controversial issue of generic anti-AIDS drugs, known as Anti-Retro Virals, distributed to HIV sufferers in pills called "fixed dose combinations." 

U.N. and World Health Organization (WHO) officials have said a plan to provide three million HIV-infected patients in Africa with drugs by 2005, focusing on this "fixed dose" method, could collapse because of a lack of money. 

The United States has declined to endorse the combination methods, saying they have not yet been proven safe or reliable, and Mr. Tobias repeated concerns about safety. 

He said, "We have been reading stories lately about some problems with some drugs around the world where people with the best of intentions have made acquisitions of drugs that have turned out to not have the consistency, and the safety and effectiveness that people had hoped. I think it is very, very important that we move rapidly but with certainty that we're not endangering people's lives." 

U.N. officials and representatives of non-government organizations (NGO's) say sufficient standards are already in place on which to base decisions to purchase medications. 

Mr. Tobias, formerly chairman of the large pharmaceutical company Eli-Lilly, says more work needs to be done. 

"My intention is to quickly get a set of principles established by experts in the field, in place that we can all be comfortable with to provide the basis for making those decisions," he said. 

Critics allege the U.S. position on generic "fixed-dose combination" drugs is being dictated by large drug companies determined to protect their brand names, and say Washington is imposing unreasonable intellectual property requirements to protect these company's investments. 

A group of private health and religious organizations Thursday renewed allegations the Bush administration favors brand name drugs produced by large drug companies over over "generic" drugs that have proven safe and effective. 

They also criticized what they call "the narrow approach" in the U.S. anti-AIDS strategy. 

"The question[s] that we would have again [are] we using our money effectively," asks Dave Bryden who represents the Global AIDS Alliance. "Are we going to be purchasing generic medications? Are we going to take into account the realities of how women experience this epidemic? And are we going to be able, as a country, to meet our obligations to the United Nations? In 2001 we promised a certain amount. The U.N. has just come out again this week saying we are off target, in meeting our goals that we set out for ourselves in 2001." 

In his testimony Thursday, Randall Tobias said prices charged by large companies have been coming down, adding the goal remains to make large quantities of safe and dependable drugs available as inexpensively as possible. 
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HEALTH:

AIDS Groups Protest U.S. Efforts to Block Generics

Jim Lobe

WASHINGTON, Mar 29 (IPS) - U.S. Africa and AIDS activists are increasing

pressure on the administration of President George W. Bush to abandon its apparent efforts to block the use of U.S. aid to purchase life-preserving, generic anti-AIDS drugs for needy Africans, about 6,000 of whom die every day from the disease.

On Monday, nine AIDS activists were arrested by police here after chaining

themselves together and blocking traffic in front of the downtown headquarters

of the main lobbying association for the U.S. pharmaceutical companies that are

behind the administration's efforts.

The Pharmaceutical Manufacturers of America (PhRMA) has been pressing the

administration to oppose the use of generic drugs by the U.S. Agency for

International Development (USAID) and other international donors in favour of

brand-name drugs that are generally more expensive.

The demonstrators were trying to draw attention to a U.S.-backed meeting this

week in Botswana at which Washington is trying to gain an ''international

consensus'' from United Nations agencies and African countries on what criteria

should be applied to determine the safety and quality of anti-retroviral drugs

that are bought by USAID and other donor agencies.

''The U.S. initiated the Botswana conference at the behest of the

pharmaceutical companies, and its agenda is to protect their profits by blocking the

procurement of generic AIDS drugs'', said Salih Booker, head of Africa Action, one

of the co-sponsors of Monday's protest.

''If the U.S. succeeds, millions of people living with HIV/AIDS will be left

without the medicines they need to survive.''

The Botswana meeting, which runs Monday and Tuesday, comes amid growing

concern over the fate of the global anti-AIDS fight, which appears to have stalled

in recent months due to the failure of major donors to commit more money to

the effort and because of continuing wrangles over the use of patented or

generic drugs.

Activists had hoped that a proposal made by Bush himself 14 months ago to

allocate 15 billion dollars over five years to fighting AIDS in Africa and the

Caribbean would inject major momentum to global anti-AIDS efforts.

But the Bush administration's opposition to the use of generic drugs and its

insistence on providing the vast majority of the money through bilateral

channels rather than through the multilateral Global Fund to Fight AIDS,

Tuberculosis and Malaria, have contributed to the sense that the international response

to the worst epidemic in recorded history is falling far short of what is

required.

Indeed, the lead article in Sunday's 'New York Times', the U.S.' most

influential newspaper, was headlined 'Plan to Battle AIDS Worldwide is Falling

Short'. The feature article noted prominently that only about 300,000 people in the world's poorest nations are currently getting live-preserving anti-retroviral drugs, out of the approximately six million who need them.

Late last year, the World Health Organisation (WHO) launched its ''3 by 5

initiative'' to have three million people receiving the drugs by 2005. But earl

ier this month, Stephen Lewis, the special U.N. envoy for AIDS in Africa, the

worst-affected region, admitted that the paucity of donor contributions to date

would make it impossible to reach that goal.

In that respect, the battle over generics versus brand-name drugs is

critical. Even though major western manufacturers have slashed the prices they charge

for these drugs in the world's poorest countries, they remain more expensive

than generics.

U.S. officials are particularly opposed to the use of fixed-dose combinations

(FDCs) of anti-retroviral drugs, which combine drugs from multiple sources

into single pills that are taken twice daily and that are currently recommended

for use by the WHO.

The generic versions of these drugs cost as little as 140 dollars per person

per year, while the same combination from brand-name companies is priced at at

least 560 dollars per year and must be taken in the form of six pills a day.

According to the activists, Washington hopes to persuade participants at the

Botswana meeting to reject FDCs on the grounds that they do not meet adequate

safety and quality standards. U.S. officials deny that is the purpose of the

meeting and stress that they have never ruled out using generics, even for the

administration's own President's Emergency Plan for AIDS Relief (PEPFAR),

Bush's five-year programme.

But the activists say Washington's denial is disingenuous, particularly in

light of the WHO's pre-existing approval of FDCs.

''The moves by the U.S. to call into question the safety and efficacy of

generic AIDS drugs represent a callous attempt to undermine the WHO's existing

rigorous international standards'', said Booker. ''The administration is now

essentially attacking the WHO's '3 by 5' initiative because it knows that generic

FDCs are indispensable to achieving that goal.

''President Bush is a drug company puppet'', said Asia Russell of Health

Global Access Project (Health GAP). ''He plans to force millions of people with

HIV/AIDS to accept higher pill burdens and waste tax money to create a slush

fund for Big Pharma. If Bush would use the WHO's quality-assured generics, we

could treat four times as many people in need''.

The activists are not without powerful allies.

Last week, opposition Democratic Senator Edward Kennedy and his Republican

colleague, John McCain, sent a letter to the White House asking that Bush accept

WHO-approved generics.

''We should wait no longer to provide safe and effective low-cost medications

to the developing world, and again, urge you to reconsider the

administration's actions'', they wrote. ''Make no mistake, delays will cost lives''.

Moreover, the European Union's (EU) drug regulatory authority pulled out of

the Botswana meeting, which could make the ''international consensus'' sought

by Washington much more difficult to achieve.

Fuelling the fire is the fact that Bush's new global AIDS tsar, Randall

Tobias, is himself a former chief executive officer at the U.S. drug company, Eli

Lilly. While he has repeatedly insisted that Washington will support any drug

deemed safe and effective at the lowest possible price, he has also raised

questions about the reliability of generics.

Tobias's past ties to the pharmaceutical companies, which were big donors to

Bush's 2000 election campaign, have only heightened suspicions about their

influence on U.S. policy. Tobias is leading the U.S. delegation in Gaberone.

The WHO strongly favours FDCs and insists that its own standards are based on

the same as those applied by the U.S. Federal Drug Administration (FDA).

Lembit Rago, a senior WHO official, told the Times that as soon as his

assessments office approved Indian-made generic drugs for international anti-AIDS efforts, ''a very cold wind began to blow from the U.S. It is no secret that Pharma is lobbying against us in a big way''. (END/2004)
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