
Informed consent issues hobble cancer genome scheme
The federal government’s ambitious cancer 
genome project is facing daunting ethical 
and practical hurdles, barely months after its 
launch.

The Cancer Genome Atlas aims to catalog 
the genetic mutations associated with cancer 
based on tumor samples from tissue banks. The 
sequence information would be available on an 
internet database, and is hoped to help develop 
therapies for cancer.

A $100 million pilot phase of the project began 
in March and grants are expected to be doled out 
in late July. The project is expected to cost more 
than $1 billion over the next decade.

Before researchers begin their work, however, 
project administrators at the US National 
Institutes of Health (NIH) must first find 
appropriate tumor samples and set strict 
guidelines to protect donors’ identities. At a 
series of meetings since July 2005, organizers 
and an advisory committee composed of 
external experts have furiously debated matters 
of informed consent, access to the database and 
the potential privacy risks associated with an 
internet database.

Researchers plan to use more than 1,000 
tumors from US tissue banks, but the samples 
will need to have signed consent forms from 
donors allowing their genetic information to 
be made publicly available. The tumors must 
also meet a long list of criteria: they must be of 
a certain quality and homogeneity, at a certain 
stage of development, preserved correctly and 
from patients not treated for cancer.

But there simply may not be enough such 
samples, some experts predict. “It doesn’t look 
wildly promising,” says Sean Eddy, a geneticist 
at Washington University in St. Louis and a 
member of the advisory committee.

The organizers may instead have to track down 
donors, if they are still alive, and get broader 
consent—a costly, time-consuming and risky 
proposition.

Asking donors for permission also raises 
questions about the consent process, and how 
best to educate donors about the implications 
of posting their DNA on the internet.

“A big part is educating the patient to make 
sure they understand the risks,” says Amy 
McGuire, a bioethicist at the Baylor College of 

Medicine in Houston. “It’s very difficult when 
you’re dealing with complex issues such as DNA 
sequencing and the risks and benefits of public 
data.”

There is a danger, for example, that new 
technology for searching genetic databases could 
allow employers, police departments, health 
insurance companies and even other scientists to 
abuse the information and to mine the data for 
other reasons, such as for forensics, stigmatizing 
racial studies or tracing biological parents.

“We’re clearly setting some precedents here 
and we have to be careful,” says Mark Guyer, 
a project manager at the US National Human 
Genome Research Institute.

In the early 1990s, members of the 
Havasupai Tribe, a Native American group 

in Arizona, donated blood samples to 
researchers at Arizona State University for a 
study on the high prevalence of diabetes in 
the tribe. But in 2004, the Havasupai sued 
the Arizona researchers, accusing them of 
sharing the information with other scientists, 
and for using the data to study inbreeding, 
schizophrenia and migration patterns (Nature 
430, 500–502; 2004).

It may be possible to prevent such abuse of 
the information by creating tiered access to the 
database, with only parts of it fully available 
online, or by granting access to a select few 
scientists.

But some experts say that won’t be necessary, 
noting that samples in the database will not be 
linked to personal details such as name and social 
security number.

“The goal of this project is to bring better 
therapies to people as quickly as possible,” says 
Brian Druker, a leukemia specialist at Oregon 
Health & Science University and a member of the 
advisory committee. “If you have to sacrifice the 
very tiny risk of breach of patient confidentiality, 
I’m willing to take that risk.”

Emily Waltz, New York

p720 Helping hand: 
A new fellowship 
offers female graduate 
students much-
needed funds.

p723 Murky 
medicine: South 
African scientists 
are promoting an 
untested AIDS drug.

p741 Amyloid 
debates: Why is one 
protein in Alzheimer 
disease the center  
of controversy?

NATURE MEDICINE  VOLUME 12 | NUMBER 7 | JULY 2006 719

Pay a visit to the website of The Cancer Genome Atlas, and you’ll find this reassuring statement 
about the samples scientists hope to obtain for the project: “Tissue samples will be carefully 
catalogued, processed, checked for quality and stored, complete with important medical 
information about the patient.”

The information will have limits, the website hastens to add, and “samples will be coded to 
remove any descriptors that might connect a sample with the patient’s private information.”

But will those assurances be enough to win donors’ confidence? In June, Congressional 
investigators disclosed a National Institutes of Health (NIH) finding that Trey Sunderland, an NIH 
researcher, had committed “serious misconduct” when he shipped 3,200 samples of cerebrospinal 
fluid to the pharmaceutical company Pfizer. Sunderland did so without authorization and without 
reporting the more than $600,000 in consulting fees he received from the company—$285,000 
of it for work related to the samples.

The Congressional report said that the case raises “serious questions” about inadequate 
oversight and control of human tissue samples at the NIH.

“I can’t imagine it’s going to strengthen people’s faith in the NIH or in science,” says Thomas 
Murray, president of the Hastings Center, a bioethics think tank in Garrison, New York. But 
Murray, who in 2004 served on a panel that examined the NIH’s conflict-of-interest policies, 
says the long-term impact may not be significant. The public, he says, may perceive it “as just one 
isolated, egregious case.”

Meredith Wadman, Washington, DC

NIH scandal underscores lack of sample oversight
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The fate of a much-anticipated long-term study 
on the effect of the environment on children’s 
health is in jeopardy, a potential victim of the 
tight federal budget.

The $3.2 billion National Children’s Health 
Study, launched with much fanfare in 2000, was 
intended to follow 100,000 children over 20 years, 
and was set to begin recruiting in late 2007.

But the president’s budget request for fiscal 
year 2007 directs the US National Institute 
of Child Health and Human Development 
(NICHD), the lead agency in the study, to shut 
down all operations, including a pilot study of 900 
expectant mothers that is already under way.

At the same time, the NICHD is operating 
under the 2006 funding bill, which directs the 
agency to continue preparations.

“We’re kind of schizophrenic doing both at the 
same time,” says study director Peter Scheidt.

The study is intended to track the effects of 
different environmental factors—from chemical 
exposures to parental nurturing styles and 
television viewing—from the womb through 

adulthood. The vast database would then help 
researchers fathom the causes of birth defects, 
autism, diabetes and a host of other childhood 
disorders. The data would be made freely 
available to researchers. 

Because the study would recruit children even 
before their birth, the first research questions 
address prenatal risks, such as whether low 
thyroid activity in the mother leads to cognitive 
defects and autism in her child, and whether 
inflammation or infection of the uterus can lead 
to premature birth.

Smaller studies could address some of these 
questions, but “there are a large number of 
conditions that are so infrequent that you 
can’t study them unless you collect a very large 
sample,” says Scheidt. For common conditions, 
such as obesity or asthma, he adds, a large sample 
also allows researchers to examine which of the 
many risks contribute to the disease.

“Ending the study before it begins would be 
a tragedy for our children,” adds Nancy Chuda, 
president of the Children’s Health Environmental 

Coalition, a Los Angeles–based nonprofit 
advocacy group. “The only way we can prevent 
these illnesses is to learn what causes them.”

Democratic Senator Tom Harkin is trying to 
revive the study, which has already consumed five 
years and $50 million for study design, database 
development and pilot research. That amount 
includes $7.4 million awarded to seven recruiting 
centers that are gearing up to enroll expectant 
mothers.

Language in the House version of the 
funding bill directs the agency to continue the 
study but provides no specific funding. Deputy 
study director Sarah Keim says this approach is 
unworkable. “We’ve been funded out of pocket 
change for the last five years,” she says. “Big 
science can’t be done like that—we can’t keep 
scraping pennies out of the couch.”

The fate of the study will remain in limbo 
until Congress passes a spending bill; at press 
time, neither chamber had scheduled a vote on 
the bill. 

Brian Vastag, Washington, DC

Budget cuts put children’s health study on chopping block

Ute Queitsch worried she might have to 
cut back her research on nanotechnology. 
Queitsch, a PhD student at the Leibniz 
Institute for Solid State and Materials Research 
in Dresden, was juggling work on the rigorous 
project, caring for her five-year-old daughter 
and staying on top of household chores—and 
it was proving too much for her.

But in July 2005, Queitsch won a new 
fellowship on offer to women scientists with 
children. “The scholarship gave me the 
courage to follow my passion and have a 
family,” she says. She was able to continue 
with her work and is preparing two papers for 
publication.

Queitsch is among the first to benefit from 
the fellowship. Launched in December 2004, 
the program aims to lessen the burden of 
domestic chores and child care, responsibilities 
that fall to female scientists at home, according 
to a 2002 European Commission report. 

Female students are given a monthly 
stipend of €400 that can be applied toward 
cooking and cleaning costs or additional 
childcare during evenings or conferences. 
The fellowships have benefited eight 
graduate students thus far and may extend to 
postdoctoral fellows by the end of this year.

The gender gap in the highest echelons of 
science can be at least partly explained by the 
struggle women scientists experience trying 

to balance a demanding career and family, 
says Christiane Nüsslein-Volhard, whose 
foundation awarded Queitsch’s scholarship.

She should know. A Nobel Laureate in 
1995 and director of the Max Planck Institute 
for Developmental Biology in Tübingen, 
Nüsslein-Volhard has few equals in Germany, 
where women occupy only five percent of the 
top positions at universities.

Inspired by one of her graduate students 
who considered dropping out of science to 
care for her child, Nüsslein-Volhard decided 
to help others in a similar position. The Max 
Planck Society and private donations fund 
the fellowships, which are renewable for three 
years.

The tendency for women to drop out of 
science after starting a family is not unique 
to Germany (Nat. Med. 10, 114–115; 2004). 
More than half of graduate students in the 
life sciences in Europe are women, but less 
than 12% make it to the top, according to a 
comprehensive European report, She Figures 
2006. Both institutional and cultural barriers, 
such as the proverbial glass ceiling and family 
responsibilities, are thought to contribute to 
the steep fall in numbers.

By funding graduate students, who have 
lower salaries than postdocs, the foundation 
hopes to keep talented scientists on their 
career path, says Nüsslein-Volhard. “The 
money really helps.”

Childcare is particularly expensive and 
difficult to find in Germany. “Almost my 
entire salary goes for the day care of our three 
children,” says biologist Martina Knirsch, one 
of the recipients. Knirsch says the scholarship 
has helped her hire a cleaning woman and 
cover partial childcare costs, allowing her more 
quality time at home and at work. 

“Since I am able to delegate jobs like 
cleaning our rooms, I have more time for my 
work and also for my children in the evening,” 
Knirsch says. Knirsch, who will complete her 
PhD this fall, plans to apply for the postdoc 
fellowships when they become available.

Alisa Opar, New York

German foundation helps women juggle science and family

Money matters: Grad student Martina Knirsch says 
the fellowship has helped her find quality time 
both at work and at home.
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At the high-profile meeting of the American 
Society of Clinical Oncology in June, the 
pharmaceutical giant GlaxoSmithKline 
(GSK) made a carefully timed presentation. 
The company showed data demonstrating 
that Cervarix, its cervical cancer vaccine, “is 
highly immunogenic and well tolerated in 
women over 25 years of age.”

The company said the results suggest 
that the vaccine could benefit all women, 
regardless of age.

Three days later, Merck announced that it 
had won the first, coveted approval of the US 

Food and Drug Administration (FDA) for 
the use of its own cervical cancer vaccine, 
Gardasil, in women between 9 and 26 years 
of age.

Experts have hailed the Merck vaccine’s 
approval for use in girls and young women 
as a potentially life-saving public health 
measure. But the notion of promoting 
the vaccine for older women is drawing 
considerably less enthusiastic reviews.

“The more a woman or her partners 
have been sexually active, the less likely 
vaccination will do her any good,” says John 

Schiller of the US National Cancer Institute, 
whose group made the scientific discovery 
on which the vaccines are based (Proc. Natl. 
Acad. Sci. USA 89, 12180–12184; 1992). “It’s 
quite clear that there is a law of diminishing 
returns.”

Merck’s Gardasil is only effective in 
women who haven’t previously been infected 
with two leading cancer-causing strains of 
the common sexually transmitted human 
papilloma virus, together estimated to cause 
71% of cervical cancers (Int. J. Cancer 111, 
278–285; 2004). But because blood tests for 
prior exposure are unreliable, investigators 
have used age as a proxy for sexual activity.

Both Merck and GSK are pressing ahead 
with trials aimed at showing the vaccine is 
effective in women between the ages of 26 
and 45 or 55. There’s a clear commercial 
incentive involved: at $360 for a three-dose 
course, the Merck vaccine has the potential 
to generate more revenue for its maker than 
any other vaccine in history. GSK is likely to 
price its vaccine similarly.

Gary Dubin, GSK’s global chief of cervical 
cancer vaccine development, argues that, 
regardless of sexual exposure, the vaccine 
could benefit older women. “I don’t think 
there’s any magic cutoff when women are 
no longer at risk for HPV infection,” he says. 
“You can’t say 25 is a cutoff.”

The GSK vaccine targets the four most 
dangerous strains, collectively estimated 
to cause 80% of cervical cancers. “Unless a 
woman has been infected with all four types, 
which is unlikely,” he says, “she would still 
potentially benefit from protection.”

Still, some health experts are skeptical 
about the vaccine’s use in older women.

“I think the effort will be to find ways to 
pay for younger women to have access, not 
older women,” says Arthur Caplan, director 
of the Center for Bioethics at the University 
of Pennsylvania. “It will be something [older 
women] pay out of pocket and a relatively 
small number may wind up doing this.”

Ironically, the women who would most 
benefit from vaccination are those least likely 
to get it (Nat. Med. 11, 359; 2005). Cervical 
cancer is the leading cause of cancer deaths 
among women in developing countries.

“It is an enormous ethical challenge to 
make the vaccine available to those who 
need it most,” notes Caplan. “Without 
some subsidy from somewhere or discount 
pricing, there is just no way they are ever 
going to see this vaccine.”

Meredith Wadman, Washington, DC

Eyebrows raised over extended age range for cervical cancer vaccine

Retrofitted from an 8-by-20 freight shipping container, Rx Box is a prototype mobile 
health clinic that promises to treat people in the poorest villages of the world. The Council 
on Foreign Relations and the Rensselaer Polytechnic Institute, which together developed 
Rx Box, unveiled the clinic in New York City on 14 June. The solar-powered Doc-in-a-box 
is designed to be staffed by one medic and offer 1,800 people each year primary care and 
screening for HIV/AIDS, hepatitis, tuberculosis and malaria. The prototype cost $4,000 to 
build, but the council estimates that mass production could cut that price by half.
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New evidence revives 
debate on source of egg cells

A multiple sclerosis drug pulled off the market 
more than a year ago will return under a 
restricted distribution program, the US Food 
and Drug Administration (FDA) announced 
on 5 June.

Tysabri launched in November 2004, but 
its makers Biogen Idec and Elan voluntarily 
withdrew the drug in February 2005 after 
two patients died of progressive multifocal 
leukoencephalopathy (PML), a rare but 
potentially fatal viral infection of the brain.

The drug’s makers will resume selling 
Tysabri under a risk-minimization program 
run by the companies. The scheme requires 
individuals taking the drug to register and will 
include follow-ups after the first three months 
and then every six months after that. The goal 
of the program is to help quickly identify any 
PML cases, and potentially to determine why the 
infection occurs. Treatment will only be available 
at an estimated 2,000 authorized centers. The 
companies say they expect Tysabri to be available 
in July.

Some experts have pointed to the drug’s rapid 
removal and return to market as evidence that 
the FDA’s response to drugs with serious side 
effects needs to be more flexible (Nat. Med. 12, 
373; 2006).US abandons scheme to 

license foreign scientists

The US Department of Commerce in May 
withdrew a security regulation that proposed 
to restrict some foreign-born scientists’ access 
to laboratories.

The controversial proposal, first suggested 
in March 2004 by the department’s inspector 
general, sought to strengthen the ‘deemed 
exports rule,’ which regulates the release of 
sensitive technologies to foreign nationals. 
Among other changes, scientists and students 
born in ‘countries of concern,’ including India 
and China, would have been required to obtain 
a license to operate laboratory equipment 
with potential military applications.

The proposed rule change elicited hundreds 
of comments from the academic community, 
industry and government agencies. The 
opponents primarily argued against a plan 
to base the requirement for licensing on an 
individual’s country of birth rather than 
country of citizenship, and a revision of the 
definition of “use” that would significantly 
increase the number of activities requiring 
licenses.

Harvard scientists set to 
clone human stem cells

Tysabri returns to market 
under registration scheme

After two years of scientific and ethical review, 
researchers at Harvard University are launching 
an ambitious endeavor to create disease-specific 
embryonic stem cell lines.

The team, led by Douglas Melton, Kevin 
Eggan and George Daley, aims to transfer 
DNA from individuals with diabetes, 
neurodegenerative diseases and blood disorders 
into unfertilized eggs whose nuclei have been 
removed, and then extract stem cells from the 
embryos that develop. The researchers hope to 
study how the diseases develop and perhaps 
find treatments.

The human embryos discarded in the process 
make the work highly controversial, and the 
project is supported entirely by private funds 
because of federal restrictions on such studies. 
Uncompensated donors will supply the eggs.

Among the half-dozen stem cell groups 
across the globe, some, such as the University 
of California, San Francisco—which in 
May announced its plans to start a cloning 
project—are sidestepping the challenge of 
finding egg donors by using eggs that failed to 
fertilize during in vitro fertilization. If any of 
the groups are successful, they will achieve what 
South Korean scientist Woo-Suk Hwang falsely 
claimed to have done last year.

Chimpanzees in southern Cameroon 
are the natural reservoir of HIV-1, 
scientists reported in May.

The virus most closely 
related to HIV-1 is a simian 
immunodeficiency virus (SIV) 
found in captive chimpanzees of 
the subspecies Pan troglodytes 
troglodytes. To better prove that 
these apes are responsible for 
the human AIDS pandemic, 
researchers sampled droppings 
of these wild chimps. They detected antibodies against SIV, and traces of the virus’ genetic 
sequence, which is similar to the human virus, but does not sicken chimpanzees (Science 
doi:10.1126/science.1126531).

The finding strengthens the theory that humans contracted the virus from chimpanzees in 
west Africa, perhaps by hunting and eating them, and eventually spread it across the world. 
Chimps may have acquired the virus from viruses carried by monkeys they eat. HIV-2, thought 
to have originated in sooty mangabey monkeys, also causes AIDS, but is mainly confined to 
West Africa.

More than 38 million people worldwide are living with HIV, and 4.1 million became 
infected in 2005, according to the latest report released by the United Nations in May. Nearly 
3 million people died from AIDS last year.

HIV origin linked to 
African chimps

News briefs written by Alisa Opar

Harvard Medical School researchers in June 
reported that they had found no evidence 
mature mammals can generate new eggs, 
challenging the validity of controversial findings 
published by another Harvard group last year.

Jonathan Tilly and his colleagues last year 
reported evidence of new eggs in mature mouse 
ovaries and suggested that egg cells can arise 
from bone marrow or other circulating cells and 
then travel to the ovary through the bloodstream 
(Cell 122, 303−315; 2005). Some experts reacted 
to the findings with outright skepticism, but 
others were cautiously optimistic that the 
work could lead to treatments for fertility and 
menopause (Nat. Med. 11, 911; 2005).

A follow-up study led by Tilly’s colleague Amy 
Wagers reported that the cells Tilly identified 
did not develop into mature, ovulated eggs. The 
cells instead exhibited properties characteristic 
of committed white blood cells called leukocytes 
(Nature doi:10.1038/nature04929).

Tilly maintains that his work is still valid, 
however. Because Wagers’ study did not 
examine immature cells inside the ovary, 
he says, regeneration in mice is still an open 
question.
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Secomet’s AIDS medicine looks nothing like 
any other drug. For 200 Rands (approximately 
$30), you can buy a plastic bottle filled with 500 
milliliters of a dark liquid that has the color and 
consistency of Coca-Cola.

Unlike those pesky pills other companies 
manufacture, the product made by this 
South African company goes down easy. All 
someone has to do is take 15 milliliters of the 
brown liquid, dubbed V/anti-Vac or Secomet 
V, mix it with one liter of water and drink it 
all day.

In its marketing material, the Stellenbosch-
based company says individuals who take 
Secomet V “generally experience a lowering 
of viral load, which allows their CD4 count 
to stabilize and then to start improving.” The 
company has dubbed the product ‘Ithemba 
Lesizwe’, or ‘The Hope of the Nation’ in the South 
African language Xhosa.

“We are saying to the 6 million HIV-positive 
South Africans who don’t qualify for ARVs 
[antiretroviral drugs], ‘take this product to 
stabilize your condition so that you never have 
to qualify for ARVs,’” says Stephen Leivers, the 
company’s founder and major shareholder.

All of which sounds great. But here, of course, 
is the catch: Secomet V has never been tested 

in clinical trials, nor do its makers know how 
it works.

“There is the evidence that this stuff kills 
the virus in the lab, what more do you want?” 
asks Leivers. “There’s no time for bullshit. I’m 
so jaundiced about bloody universities and 
doctors.”

Secomet began peddling its product four 
years ago, and today boasts more than 1,500 
consumers. In South Africa, it’s not unheard 
of for companies such as this to tout ‘miracle’ 
therapies. But it’s certainly unusual for scientists 
from well-regarded institutions to support, and 
even promote, unproven remedies.

Secomet V has found a champion in 
Girish Kotwal, a scientist at the prestigious 
University of Cape Town. Kotwal is chief of 
medical virology at the university’s Institute of 
Infectious Diseases and Molecular Medicine. 
Ironically, Kotwal’s own laboratory tests—and 
those by others at the University of Pisa—have 
shown that the product can be toxic and can 
trigger mutations.

“Professor Kotwal is dealing with Secomet 
in his personal capacity and I have told him, in 
no uncertain terms, that this is unacceptable 
behavior,” says the institute’s director Greg 
Hussey.

Until recently, neither the institute nor the 
university had taken any official measures. 
After Nature Medicine began its investigation, 
however, the university convened an urgent 
meeting to investigate Kotwal’s association 
with Secomet.

Trial and error
Secomet V is an extract from the red clover, 
Trifollium pratense. Individuals are meant to 
take Secomet V along with the traditional ARVs, 
but eventually, according to Leivers, individuals 
whose T-cell counts rise in response to treatment 
should be able to stop taking ARVs and continue 
on Secomet V alone. The product is marketed 
to general practitioners and distributed through 
health shops and African traditional healers or 
‘sangomas’.

The standard approach to selling a medicine, 
or to make claims of its efficacy, would be to 
first run safety trials and then test the product’s 
effectiveness in large, randomized clinical 
trials, approved by South Africa’s Medicines 
Control Council (MCC) and research ethics 
committees.

“Yes, medical products have to go through 
a rigorous scientific review before they are 
bought, but in the meantime what do you 

do?” asks Kotwal. 
“Countries like 
South Africa, 
China and 
India are vast; 
m a i n s t r e a m 
medicine cannot 
service the entire 
region, so they 
have to rely on 

traditional healers to do that. One has 
to take a kind of liberal view, but things 

don’t run smoothly, people sometimes die 
through toxicity encountered in natural 
products.”

Kotwal says Secomet V has antiviral activity 
against HIV, the coronavirus that causes severe 
acute respiratory syndrome and poxviruses. 
The mechanism of this action, he says, is “as 
yet unknown.”

As proof of the product’s effectiveness, 
Kotwal proudly refers to his publication 
in the Annals of the New York Academy of 
Sciences. According to that report, based 
primarily on in vitro research and data 
from four individuals, Secomet is a broad-
spectrum inhibitor of viral entry (Ann. N Y 
Acad. Sci. 1056, 293–302; 2005).

Bad medicine

An untested herbal product in South Africa is being touted as 
an effective AIDS treatment—with the full support of a local 
scientist. Natasha Bolognesi investigates.

...patients generally experience a 
lowering of viral load, which allows 
their CD4 count to stabilize and 
then to start improving.

Questionable cure: A brochure for Secomet V says the compound can lower viral loads, but that 
has never been proven in clinical trials.
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In the study, the individuals’ CD4 levels 
dropped steadily over a year, reaching numbers 
in the low two digits. Kotwal says the numbers 
eventually increased again at a time that was 
outside the scope of the article and so he did not 
show those data.

“It is shocking that the four patients used in 
the study, with CD4 counts as low as 12 and 16, 
had access to viral load testing, which is a costly 
performance, and not to antiretroviral drugs and 
counseling,” says Helmuth Reuter, professor of 
infectious diseases and director of Stellenbosch 
University’s Ukwanda Centre for Rural Health. 
“It is actually murderous.”

Unknown effects
In April and May 2005, two individuals at 
the AIDS Hospice in Stellenbosch died after 
sudden, inexplicable liver failure. Neither were 
on ARVs, but both had taken Secomet V, says 
Lisa Hellstrom, a clinician at the hospital, adding 
that she is concerned that Secomet V may have 
damaged their livers.

In May 2006, Hellstrom says, another of her 
patients who is taking ARVs and Secomet V was 
found to have abnormal liver enzymes.

There is no information on whether, and 
how, Secomet V might interact with ARVs, but 
based on anecdotal evidence, Leivers says there 
is “no conflict between the medicines.”

One of the four individuals in Kotwal’s study, 
referred to as OH2, also died last year. “It is her 
own fault because she packed her bags and 
moved back to the Transkei and stopped taking 
Secomet,” says Leiver.

Kotwal argues that because Secomet V has 
been on the market, there is plenty of anecdotal 
evidence to support its safety and efficacy. 
Although the product should ideally be tested in 
clinical trials, he says, it can be distributed in the 
meantime because it is registered with the MCC 
as an herbal or complementary medicine.

It is not.
Although the product has an internal tracking 

number at the MCC, agency officials say that it 
cannot be marketed as an herbal remedy, nor can 
the company claim that it decreases viral loads. 
“This claim cannot be made without clinical 

trials,” says MCC researcher Dixon Lentsoane.
In vitro tests on African green monkey kidney 

cells show that the plant extract is toxic when not 
purified by ultrafiltration. The raw extract also 
“possesses notable toxicity towards bacterial cells 
even at lower doses,” and can trigger mutations, 
Kotwal and his colleagues found (Ann. N Y Acad. 
Sci. 1056, 303–310; 2005). Based on their results, 
the researchers recommended that the safety of 
the plant extract be thoroughly assessed before 
its clinical use. “Ultimately the goal is to attain 

100% safety, which 
has not happened 
yet,” Kotwal says.

The initial 
b a t c h e s , 
which used 
a charcoal 
purification 
process, were 
more toxic, 
says Kotwal. 
But on his 
suggestion, 
the company 
has since 

begun using a filter, which he says should make 
the product safer. Pressed for specifics, he says, “we 
have not actually tested the most recent batches 
that have been manufactured… one can predict 
that it is presumably safer than it was because 
they now use the kilodalton cutoff filter.”

Uninformed consent
Despite the many questions about the product, 
Kotwal remains convinced of its usefulness. Even 
after the university began its investigation, he 
told Nature Medicine, “Secomet as a company 
has been bullish and boneheaded at times 
(possibly because of the hurdles that are placed 
in their path to introducing their products) even 
in their dealings with us, but that does not mean 
that they do not have a potentially life-saving 

treatment for HIV patients who have no access 
to FDA-approved treatment and have their days 
numbered.”

Secomet is pushing ahead meanwhile. Leivers, 
in collaboration with Derek Arbuckle from the  
Dream Centre in Pinetown, is conducting an 
observational study in 30 individuals with AIDS. 
Many of them also have tuberculosis and are 
taking Secomet V as a ‘nutritional supplement’.

Neither Arbuckle, nor the study participants, 
are aware of the potential toxicity. “We have told 
the [participants] that as far as we are aware 
there are no toxicity issues,” says Arbuckle. The 
trial participants have signed informed consent 
forms, drawn up by Arbuckle, to this effect.

Arbuckle says that study does not need MCC 
approval because it is not a clinical trial. But 
Mark Blockman, chair of the Research Ethics 
Committee at the University of Cape Town, 
says any such study would need the approval 
of both the MCC and the institutional ethics 
committee.

Noluntu Qodi, a spokesperson from the MCC 
Clinical Trials Division, says the company has 
never approached the agency for permission to 
conduct trials. “There is no MCC registration 
for or application by the company Secomet 
to conduct trials,” Qodi says, adding that the 
MCC will respond to the Secomet trials “in due 
course.”

Meanwhile, the university is continuing its 
investigation into the matter. Officials there may 
also need to clarify some financial issues.

For instance, although Leivers was a coauthor 
on the Annals report, the paper says the “work 
was not supported by funding from Secomet pvt. 
Ltd. and is an independent study that was in no 
way influenced by Secomet.” Leivers and Kotwal 
both declined comment on this apparent conflict 
of interest.

The University of Cape Town and Secomet 
also have a sales royalty agreement, ostensibly 
for the lab work university researchers have 
contributed to Secomet.

That raises ethical questions because the 
university is essentially profiting from a 
product that has not been rigorously tested, says 
Keymanthri Moodley, a bioethics expert at the 
University of Stellenbosch.

The university is expected to make a public 
statement on the matter, but officials decline 
to reveal when that might be. “The university 
is addressing the issue,” says Hussey. “Kotwal 
is at fault and needs to apologize for a lack of 
insight.”
Natasha Bolognesi is a freelance writer based 
in Cape Town.
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Mysterious medicine: Secomet V is made from 
the red clover, Trifollium pratense (lower left), 
and is sold in 500-milliliter bottles.


