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A young boy on the beach was throwing the washed-up starfish back into the ocean. A stranger passing by told him not to bother, because it would not make any difference, there were thousands of beaches and millions of starfish, and it would not be possible to save all of them. The boy reached down, picked up a starfish, threw it back into the ocean and said, smiling softly, " I made a difference for that one!" 
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Merck HIV Vaccine Fails, Politics Prevails
by Barbara Loe Fisher
The recent news that Merck has canceled clinical trials of an experimental HIV vaccine, which was announced after more people who got vaccinated in the trials became infected with HIV than those who remained unvaccinated, is the latest in a series of experimental HIV vaccine trial failures over the past decade.

http://online.wsj.com/artic le/SB119445916050785399.html? mod=rss_whats_news_us

http://www.cnn.com/20 04/HEALTH/conditions/01/15/aids.vaccine.ap/index.ht ml

In 1997, then-President Clinton declared that America must make it a national mission to create an AIDS vaccine by 2007 just like America made it a national mission to send a man to the moon in the 1950's and 60's. A decade ago some scientists, like microbiologist Howard Urnovitz, Ph.D., were warning that it may be impossible to create a vaccine "against a human gene" referring to the fact that HIV appeared to be a simian/human genetic hybrid virus created when experimental polio vaccines derived from SIV contaminated monkey tissues were injected or swallowed by millions of unsuspecting Africans in the 1950's and 60's. Others warned that HIV mutates easily and takes a different form in every individual, making it unlikely any HIV vaccine will be effective. There was also the warning that those who get vaccinated will always test positive for HIV.

But the AIDS vaccine crusade had officially begun and there was a rush to get funding for the testing of experimental HIV vaccines.

http://www.was hingtonpost.com/wp- srv/national/longterm/aids/aids4.htm

http://www.sciencedaily.com/relea ses/2002/07/020716080025.htm

Mandatory vaccination proponents and policymakers also began seriously thinking about testing HIV vaccines on children in preparation for the targeting of adolescents for vaccines to prevent sexually transmitted diseases. At the February 12, 1997 meeting of the CDC's Advisory Committee on Immunization Practices (ACIP), Neal Halsey, M.D., then-chairman of the AAP Committee on Infectious Diseases, reminded his colleagues in industry that "One of the things that's happened in the past with vaccines is that sometimes the manufacturers have developed them and tested them primarily in an age group or a population which may not be the final target population that this Committee has considered. Over the last few years we have developed a statement on adolescent immunization and it probably would be worth your reading that, and others, because we really see age 11 to 12 as the target age for introduction of vaccines for prevention of sexually transmitted diseases. And I know that, at this time, you are really studying adults and you're also some distance away from the actual - having a [HIV] vaccine in hand that might be licensed and approved - but at least it would be nice if there were studies that were planned in parallel when you move another step in the direction of actually having a candidate vaccine, realizing where WE think we would want to use universal application of such a vaccine."

Last year at this time, Dr. Halsey's exhortation from a decade earlier was echoed by a press release from a hospital affiliated with Brown Medical School, which is a site for experimental HIV vaccine trials for adults in the HIV Vaccine Trials Network (HVTN). In the press release, the Boston Celtics Foundation announced the launching of a "Team Vaccinates Teens" program with a grant for the "first program in the country that will test and explore vaccine delivery strategies to adolescents." Adolescent girls were urged to get Merck's "highly safe and effective" HPV vaccine, GARDASIL. They said the goal was "for researchers to learn what structures are effective for engaging youth in an extended vaccination program, creating a model that will eventually allow for delivery of an HIV vaccine once one become available." They said "the adolescents targeted in Team Vaccinates Teens are also potential candidates for future HIV vaccine trials."

http://www.medicalnewstoday.com/articles/560 72.php

There are about 30 experimental HIV vaccines in clinical trials in the U.S. and around the world and the development of an HIV vaccine will continue. However, hopefully this latest development in the crusade to bring an HIV to market will prompt even stronger informed consent protections in all clinical trials as well as a serious re-evaluation of other ways to address chronic illness associated with AIDS. Creation of an HIV vaccine is a dream for many suffering with or seeing a loved one suffer with HIV- related illness, but there are legitimate concerns about whether mass, mandatory use of an HIV vaccine could cause more harm than the elusive microorganism being targeted for elimination.

At the very least, our children should not be pulled into this scientific chaos - either in experimental HIV vaccine clinical trials or in future government "adolescent vaccine platform" planning. Many parents have already decided that 56 doses of 16 vaccines by age 12 is quite enough, thank you. 

What is needed is a robust public debate about why our children are being automatically targeted for future use of every new vaccine scientists and drug companies create and market, especially a vaccine that could be as potentially risky and ineffective as one created for HIV. In the meantime, informed consent protections in the form of conscientious belief exemption to vaccination should be instituted in every state as soon as possible. 
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"Merck had shelved the vaccine in September -- when it was still among the greatest hopes for AIDS prevention -- after it became clear in clinical trials that it didn't prevent infection or delay the onset of full-blown AIDS in patients who became infected. Since then, Merck has analyzed data from a 3,000-patient trial called Step and found that the damage may be deeper: In a large subset of participants, those who received the vaccine actually acquired HIV at a higher rate than those given a placebo. All participants were HIV-negative at the start of the trial. The vaccine, which includes only a few fragments of HIV, couldn't itself infect patients. Instead, it might have rendered a recipient's immune system more vulnerable to the virus.....The vaccine's failure was already a big blow to the AIDS community, which had become discouraged by the failure of prior experimental HIV vaccines that tried to stimulate the body to produce antibodies that ward off infection. Merck's approach instead focused on the other arm of the immune system: killer T-cells, which attack and kill cells that HIV has already infected. One possibility is that if Merck's vaccine didn't work, similar vaccines may be doomed as well. Now, researchers may face an additional stumbling bock: a reluctance by patients to participate in vaccine trials for fear that doing so may increase their risk of infection." - Sarah Rubenstein and Mark Schoofs, The Wall Street Journal (November 7, 2007) 

Merck HIV Vaccine May Have Made Some More Susceptible to the Virus 

The Wall Street Journal
November 7, 2007

by Sarah Rubenstein and Mark Schoofs 


Click here for the URL: 

SEATTLE -- The experimental HIV vaccine that Merck & Co. canceled this fall because it didn't work may have actually backfired and made those who were vaccinated more susceptible to infection with the deadly virus.

Merck had shelved the vaccine in September -- when it was still among the greatest hopes for AIDS prevention -- after it became clear in clinical trials that it didn't prevent infection or delay the onset of full- blown AIDS in patients who became infected. Since then, Merck has analyzed data from a 3,000-patient trial called Step and found that the damage may be deeper: In a large subset of participants, those who received the vaccine actually acquired HIV at a higher rate than those given a placebo. All participants were HIV-negative at the start of the trial.

The vaccine, which includes only a few fragments of HIV, couldn't itself infect patients. Instead, it might have rendered a recipient's immune system more vulnerable to the virus.

It is also possible that the dismaying result happened merely by chance, or by behavioral factors unrelated to the biology of the vaccine. Among the many possible explanations are differences in the rate of circumcision, which is known to reduce a man's chances of acquiring HIV, and variations in the strain of HIV that infected the unlucky participants. 

Researchers are still trying to understand the findings, but one sobering possibility is that the vaccine may have altered the immune system to facilitate infection.

The vaccine is made from a cold virus that is rendered unable to cause a cold and that is genetically engineered to carry three HIV genes. The patients who appeared more susceptible were those who entered the study with pre-existing immunity to the cold virus.

In that group, "there seem to be more cases [of HIV infection] in those who were actually vaccinated," said Keith Gottesdiener, vice president of vaccine and infectious-disease clinical research at Merck. "We don't really know the reasons for this. We're still studying very hard to try to understand why that might have occurred."

The Whitehouse Station, N.J., company hasn't disclosed how much it spent to develop the vaccine, but has said it worked on the project for about a decade.

Possible Reluctance of From Patients

The vaccine's failure was already a big blow to the AIDS community, which had become discouraged by the failure of prior experimental HIV vaccines that tried to stimulate the body to produce antibodies that ward off infection. Merck's approach instead focused on the other arm of the immune system: killer T-cells, which attack and kill cells that HIV has already infected. One possibility is that if Merck's vaccine didn't work, similar vaccines may be doomed as well.

Now, researchers may face an additional stumbling bock: a reluctance by patients to participate in vaccine trials for fear that doing so may increase their risk of infection.

"We need to ensure that future trials, particularly the recruitment of participants in future trials, doesn't get jeopardized" because of a lack of clarity about the meaning of the results, said Mitchell Warren, executive director of the AIDS Vaccine Advocacy Coalition in New York.

Participants in Merck's trial were considered to already be at high risk of exposure to the virus because of their sexual activity or drug use. Volunteers were informed in advance that participation might increase, decrease or have no effect on their risk of infection, said Susan Buchbinder, co-chair of the trial on behalf of the HIV Vaccine Trials Network, or HVTN, a collaboration of institutions and scientists that co- sponsored the clinical trial and is funded by the National Institutes of Health.

Merck presented its analysis Wednesday in Seattle at a conference of the HVTN. The trial was conducted in North and South America, the Caribbean and Australia. A second trial in South Africa that had been under way for much less time and so has less data, has also been stopped.

Merck says participants in both trials can find out whether they got the vaccine or placebo, and are being told they may be more susceptible to infection if they got the vaccine.

Overall, as of mid-October there were 49 cases of HIV infection among the 914 male volunteers in the vaccine group, compared with 33 cases among the 922 males in the placebo group. Meanwhile, among the 778 men who had high levels of pre-existing immunity to the cold virus, there were 21 infections among those who received the vaccine and nine among those who received the placebo.

HIV infects the immune system's CD4 cells -- especially those that have been "activated" to fight off an infection. Therefore, one leading theory for why vaccinated patients were more likely to contract HIV is that the vaccine may have activated CD4 cells to fight off the vaccine's cold virus or HIV in a way that enabled HIV infection, rather than suppressed it.

For years, scientists have known that other infections, such as herpes or certain parasitical diseases, can inflame HIV in people already infected with the AIDS virus. It has also been known that uninfected people are more susceptible to contracting HIV if they have a genital-ulcer disease or other sexually transmitted infections -- and a leading theory is that those concurrent diseases flood the body with activated CD4 cells, the very cells that HIV feeds on.

'Window of Increased Susceptibility'

Similarly, vaccines work by simulating an infection, so they often activate CD4 cells for a period of time. In patients with pre-existing immunity to the cold virus, the vaccine may have stimulated particularly large numbers of activated CD4 cells, but the vaccine probably activated some CD4 cells in almost all patients who received it. After a while, the activated CD4 cells subside.

"One possibility is that almost anytime you immunize somebody for anything, you give them a window of increased susceptibility" to HIV, said Harvard University immunologist Bruce Walker, who wasn't involved in the Merck trials but has seen some of the data. Dr. Buchbinder of the HVTN said researchers plan to follow participants to determine whether any increased susceptibility is temporary or persists.

The patients in the trial contracted HIV through sex or other behaviors. All but one infection was in men, primarily those who had sex with other men. However, it isn't possible to conclude that the vaccine helped women, because HIV is more prevalent among the sex partners of homosexual men, increasing those participants' risk of exposure, Dr. Buchbinder said. Also, in the South African trial, all three infections known to have occurred so far have been in women, and all of them had received the vaccine, said Glenda Gray, lead researcher of that trial. Dr. Gottesdiener of Merck said the new findings should "be approached very cautiously." The analysis was preliminary, he said, and it is possible the results were due to chance or some other difference between the study populations, such as geography or whether the men had been circumcised. Still, he added, among the men with high levels of cold-virus immunity, the difference in infections between the vaccine and placebo groups was "pretty profound."

Another possibility is that patients in the vaccine group may have figured out that they were given the vaccine rather than the placebo and, as a result, decided to engage in riskier behavior that exposed them to HIV. Dr. Gottesdiener said patients who got the vaccine tended to have more soreness at the injection site. But patients were asked to guess whether they had gotten the vaccine or placebo, and early data suggest that in general they didn't guess well, he added. There is also no compelling evidence so far to suggest that patients in the group with high immunity to the cold virus engaged in high-risk behavior more often than other groups, Dr. Buchbinder said.

It is also possible that patients' immunity to the cold virus, or lack thereof, may not have actually played a direct role, but was a sign of some other biological phenomenon or behavior pattern that increased patients' susceptibility.

There are about 30 vaccines in clinical trials, says Mr. Warren of the AIDS Vaccine Advocacy Coalition. Merck is continuing to analyze the data from its trial, including studies of whether the genetic variation of the AIDS virus contributed to the vaccine's lack of effectiveness.

"Merck is going to be thinking very seriously about our commitment to HIV vaccines and HIV research in general," Dr. Gottesdiener said. "For the moment, we're really focusing, at least within Merck, on helping to understand what came out of this trial before we step back [and make decisions] about where we go next."
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Learn more about vaccines, diseases and how to protect your informed consent rights at www.nvic.org 
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