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Two symbols, one solution

Saving a handful of photogenic species — or iconic rainforests — is no substitute for a comprehensive plan
that deals with climate, economics and the environment together.

symbols of the challenges presented by global warming, are

again making headlines. For the polar bear, the news is that the
United States has finally declared it to be a ‘threatened’ species as a
result of climate-induced loss of sea ice (see page 432). The rainforest,
meanwhile, has lost one of its most vocal champions with the resigna-
tion last week of Brazil’s environment minister, Marina Silva.

Both the polar bear and the Amazon need all the protection they
can get. But symbols, by themselves, are just that. What is at stake here
is not a charismatic species of bear or one, admittedly vast, forest, but
the livelihoods of everyone on Earth and the survival of biodiversity
on a global scale.

In the case of the polar bear, US interior secretary Dirk Kempthorne
deserves credit for approving the listing in the face of considerable
pressure to do otherwise. Quite aside from the Bush administration’s
scepticism of regulation in general, the case for listing the polar bear
was not exactly open-and-shut: international hunting restrictions
have led to bear populations that are higher today than they have
been in decades. Nonetheless, the scientific evidence for the threat
was too strong to ignore.

Kempthorne’s decision was delayed for months while the adminis-
tration drew up regulations to prevent environmental activists using
the ‘threatened’ designation in court to halt energy projects and shut
down coal-fired power plants across the country. And the adminis-
tration was correct to do so. The Endangered Species Act should not
be used to sneak broad climate-policy decisions in through the back
door. The proper place to make such decisions is openly, in Congress,
where a debate on one major climate bill is already scheduled for
early June.

In Brazil, meanwhile, where massive deforestation in the Amazon
basin is adding its own burden of carbon dioxide to the atmosphere,
Silva resigned her ministerial post citing difficulties in implement-
ing federal environmental policy. Indeed, her tenure was marked

—|—he polar bear and the Amazon rainforest, two compelling

by frequent disputes with pro-development forces both in industry
and in her own government. The final straw may well have been
the Brazilian government’s new ‘sustainable Amazon plan, which
she is widely reported to have opposed. The plan would establish
cheap loans to encourage better farming practices; increase aid and
other social services for families who rely on logging; and set aside
new conservation areas. Mor'e O~ u\wihatis at stake here
troversially, it would also provide for . .
infrastructure such as newroadsand IS Not a charismatic
species of bear or one,

hydroelectric dams.
Although Silva’s resignation cer- admittedly vast, forest,
but the livelihoods of

tainly raises questions about the

viability of the government’s scheme, . .. "
Brazil’s leaders are correct that the billions of people.
Amazon needs some such comprehensive plan. It is condescending
and counterproductive to say, as UK newspaper The Independent did
recently, that the Amazon is too important to be left to the Brazilians.
In fact, this region is home to some 25 million Brazilians who need to
make a living, and it provides the hydroelectricity that powers much
of Brazil’s growing economy. Brazil has no choice but to manage it.
Indeed, President Luiz Indcio Lula da Silva has promised that his
efforts to halt deforestation will continue under the new environment
minister, Carlos Minc. A co-founder of the Green Party in Brazil,
Minc most recently served as the top environmental regulator for
the state of Rio de Janeiro.

The world will be watching to see how this plays out. In the mean-
time, those concerned about the Amazon — and the polar bear —
should keep their focus on the real long-term solution: establishing
comprehensive climate-regulatory regimes and providing carbon-
free energy sources. If all goes well, tomorrow’s industrialists might
one day discover that it is profitable to reduce emissions by funding
conservation programmes in the Amazon. In doing so, they might
even help the polar bear. |

Trials on trial

The Food and Drug Administration should rethink
its rejection of the Declaration of Helsinki.

will adopt new standards for human clinical trials conducted
without its advance sign-oft in foreign countries. The rules will
govern whether data from such trials can be used in applications to
market the drug in question in the United States. Although these new
standards specify how to run such trials to meet US requirements,
they are worryingly silent on key issues relating to human rights, in

Later this year, the US Food and Drug Administration (FDA)

contrast with the rules currently in effect. As a result, they could open
the way to some ethically fraught decisions.

Take the case of the drug Surfaxin, a synthetic, inhaled version
of alung protein the absence of which is a leading cause of death in
premature infants. Back in 2001, the drug’s manufacturer, Discovery
Labs of Warrington, Pennsylvania, was looking for a suitable location
in Latin America to run a trial on the therapy. But rather than com-
pare its product to one of the several effective drugs already available,
Discovery Labs was proposing to administer a placebo to the 325
infants in the control group.

The trial was redesigned only after the FDA — and unfavourable
media attention — reminded Discovery Labs that a placebo-control-
led trial of this type would be deemed unethical in the United States,
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and other developed countries, because effective treatments were
available. As a result, the control group received alternative active
treatments.

The FDA estimates that annually it receives data from around 575
foreign drug trials conducted without its knowledge, more and more
of which come from trials run in the developing world. Currently, these
trials must comply with the Declaration of Helsinki (or with local coun-
try laws, whichever offer the most protection) if sponsors want to use
the data to win US marketing approval. The declaration, adopted in
1964, and revised several times since, is today endorsed by medical
associations from 85 countries. It is widely considered to be the bedrock
of protection for research subjects. Its 1989 revision, which the FDA
uses as its present standard, states that any patient in any trial “should
be assured of the best proven diagnostic and therapeutic method”.

Yet the FDA announced last month that it will shelve the declara-
tion. Starting in October, the FDA intends to adopt a new standard
it calls Good Clinical Practice (GCP), which is modelled on a 1996
document developed by drug regulators and pharmaceutical indus-
try representatives from the United States, the European Union and
Japan. Although GCP deals with subject protection, it is in essence
amanual on how to conduct rigorous clinical trials, not a human-

rights document. For instance, whereas Helsinki explicitly discour-
ages the use of placebos for serious conditions where proven therapies
exist, GCP is silent on this issue. So under the GCP guidelines, the

FDA could accept data from Surfaxin “The FDA risks
placebo trials of the future. .
The FDA argues that it should not be sending amessage
that ethical

bound by Helsinki because the decla-
ration is devised by a group it does not
control, and is subject to periodic revi-
sions that cpuld confuse tri.al SpOnSors oo b subjects live
or contradict US law. But it is tempt- "

ing to conclude that the FDA is drop- half a world away.

ping Helsinki not because it is changeable, but because the agency
disagrees with the way it has been changing — in particular with its
constraints on the use of placebos. (The US agency is more favourably
disposed to placebo use than, say, its European counterparts.)

It makes sense for the FDA to adopt the GCP standard, giving for-
eign-based researchers guidelines that should help them generate the
best data. But if the FDA jettisons Helsinki, the critical underpinning
for such efforts, it risks sending a message that ethical considerations
are expendable when research subjects live half a world away. |

considerations are
expendable when

The Universe at home

The digitization of astronomy is a transformation
and a delight for both amateurs and professionals.

sky is a heady thing. It is not just the aesthetic delight of stars

like grains of sand, or cloud-decked galaxies like tiny hurri-
canes in seas unseen; nor is it merely the knowledge of immensity
that comes with understanding that each grain is a sun bright and
ancient, each cloud an unknowable plurality of worlds. It is the sheer
cosmic kick that comes from having the rods and cones of your
retina stirred by photons that have been travelling for so long that
mountains once young have crumbled to the sea. A ray of light that
begins in another galaxy and ends in your nervous system is a mira-
cle never to be tired of.

This continuing appeal of amateur astronomy should, light pollu-
tion permitting, see children and pensioners in their back gardens
and up their local hills for as long as there are telescope makers to
satisfy them. Online services such as Google Sky and Microsoft’s new
WorldWide Telescope allow users to scan the sky at higher resolution
and in more wavelengths than amateurs could ever do, yet there is
no reason to fear that they will bring those skywatchers indoors for
good. Quite the reverse: their on-screen wonders feed the appetite
to see for yourself.

Better still, the Internet allows the aggregation of observing time
— both for those with telescopes and without. Amateurs following up
newly discovered asteroids get the orbital elements from the website
of the International Astronomical Union’s Minor Planet Center. Gal-
axy Zoo, a site where a million galaxies await classification, puts the
profusion of amateur eyeballs to further use, and has produced not

—|—0 look through even a small telescope at the greatness of the
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only an unexpected level of interest but also some sound publications.
Harnessing the pattern-recognition skills of people around the world
who have no astronomical equipment other than a broadband con-
nection may permit a range of similar projects in the future, as new
surveys produce images at ever greater rates.

The Astrometry.net software we report this week (see page 437)
offers new ways for the Internet to combine the observations of
amateurs and professionals, past and present. It aims to provide the
correct spatial and temporal coordinates for any picture of the sky
submitted to it, be it a recent CCD file or a glass plate found in Great-
Aunt Herschels attic. Its creators hope, with suitably astronomical
ambition, to identify, and possibly assimilate, every image of the sky
ever made. In doing so, they imagine discovering new truths about
the way the sky changes over time — to recognize the transient, the
unexpected, the hitherto unnoticed but nevertheless captured.

This is the sort of totalizing impulse that normally deserves scep-
ticism, if not disquiet. In this case, though, it is hard not to see it
as noble. The idea that all the solitary skywatchers are engaged in a
single study, linked by ties of knowledge even as they stare upwards
on their own, has always had its poetic truth. To make it practically
true is a fine aspiration. Walt Whitman’s poetic narrator may have

Wanderd off by myself,
In the mystical moist night-air, and from time to time,
Lookd up in perfect silence at the stars

— but there is no need to reject the learned astronomers’ proofs
and figures, charts and diagrams in order to experience that which
enriches the soul. Observers of all sorts will soon be able to add to
the glories of the endlessly interconnected inner world of the Internet
while losing nothing of that precious and primal communion with
the cosmos. |
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