Basic flaws in US human research
protection must be addressed

Adding rules and paperwork misses the point: supervision
must be comprehensive and based on ethical principles.

Sir— The National Bioethics Advisory
Commission (NBAC), of which one of us
(H.T.S.) was chair, issued its last report,
Ethical and Policy Issues in Research
Involving Human Participants (http://
bioethics.georgetown.edu/nbac; M.S. was
project director) in August 2001. We had
been asked by the Office of Science and
Technology Policy under the Clinton
administration to examine the supervision
system for protection of human partici-
pants in research, in the light of concern
about possible fundamental flaws in the
system— as discussed in your Opinion
article “Time to cut regulations that
protect only regulators” (Nature 414, 379;
2001). Our report contains 30 recommen-
dations for a wide range of essential
changes at the national and local level.

Our main conclusion is that a single,
independent office is needed to oversee a
unified, comprehensive federal policy
embodied in a single set of regulations and
guidance that would apply to all types of
research involving human participants,
and including policy development and
regulatory reform. This would improve
protection, reduce unnecessary bureau-
cratic requirements, and enhance the
supervision system’s credibility by
conveying a common set of ethical
requirements that must be applied to all
such research. Further, proper protection
would be provided for children, prisoners
and others in vulnerable circumstances.
Merely adding more rules would not
improve protection, and would lead to
more paperwork.

None of the recent initiatives by the
Department of Health and Human
Services (DHHS), or its Office for Human
Research Protections (OHRP), addresses
the most fundamental flaws in the current
system. For example, OHRP cannot force
federal departments outside DHHS to use
the new federal-wide assurance developed
by OHRP because it does not have the
authority. DHHS initiatives to improve
reporting of adverse events cannot
eliminate regulatory inconsistencies
between DHHS and Food and Drug
Administration (FDA) requirements,
because — even though DHHS could
require the FDA to revise its regulations —
DHHS cannot unilaterally change that
part of its regulations.

Most troubling is the ethically
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indefensible situation that some human
participants are protected by federal law
and others are not. Only 17 federal
departments or agencies (not including
the FDA) have identical regulations,
known as the common rule, requiring that
the rights and welfare of research partic-
ipants be protected. Some federal agencies
sponsor human research but have not
adopted the common rule, for example the
Department of Labor, the Nuclear
Regulatory Commission and the National
Endowment for the Humanities. Although
some institutions carrying out privately
sponsored research do voluntarily protect
research participants, there is an unknown
amount of research in colleges and univer-
sities, fertility clinics, weight-loss clinics,
work sites and businesses in which people
are involved without their knowledge or
informed consent, and without
independent review.

Currently, no federal office has the
authority to make government-wide rules
to protect research participants, even for
publicly sponsored research. Although the
common rule was a reasonable way to
create a uniform federal system of
protection, it has not been modified since
1991, despite efforts. President Clinton, for
example, directed federal agencies under
the common rule to include protection
when classified research is conducted.
Despite three years of effort led by the
Office for Protection from Research Risks
(OPRR: the office that became OHRP), a
presidential memorandum, and a
challenge in the US District Court, the rule
was not modified.

Some federal departments have
modified their own set of common-rule
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regulations by issuing additional
regulations or guidance. The Department
of Veterans Affairs, for example, issued
regulations for the treatment of research-
related injuries in its medical centres.
While laudatory to strengthen protection,
this type of action can promote
inconsistency and certainly undermines
the unification the common rule was
supposed to establish.

A supervision system can be successful
only to the extent that those involved in
human research recognize their ethical
obligations to protect participants. Merely
complying with regulations does not fulfil
this duty. What is needed is a culture of
concern and respect. Federal government
and professional organizations must
promote educational training in human
research protection, certification for
individuals and accreditation for
institutions. NBAC recommends that
everyone directly involved in human
research know his or her ethical responsi-
bilities and demonstrate his or her
competence to conduct research ethically.

No supervision system can guarantee
that research will be conducted without
risks to participants. Nor can such a system
prevent the recent tragedies at several well-
known institutions. But a comprehensive,
flexible system based on ethical principles
and focused on ethically substantive
requirements, rather than on obsessive
documentation requirements, can ensure
that tragedies are rare and the rights and
welfare of participants are respected and
protected. Until Congress and the
executive branch of government
acknowledge and address the three basic
flaws of the system discussed here, the
current supervision system will fail to
adequately protect participants and will
continue to frustrate institutions, investi-
gators and Institutional Review Boards.
Now is the time for change.

Harold T. Shapiro*, Marjorie A. Speerst

*Princeton University, 335 Wallace Hall, Princeton, New Jersey
08544, USA

FAssociation for the Accreditation of Human Research Protection
Programs, Inc. (AAHRPP), 915 15th Street NW, Ninth Floor,
Washington, DC 20005, USA

©0000000000000000000000000000000000000000000000000000000000000000000000000000000000

Costs increased for Mars
Express, not just Beagle

Sir— Your News story “Europe’s Mars
mission to pay out for Beagle lander”
(Nature 414, 679; 2001) reported that the
European Space Agency (ESA) “has been
forced to allocate 36 million euros” (US$32
million) to the UK-led Beagle 2 lander.
This is misleading.

ESA’s Science Programme Committee
agreed on 4-5 December 2001 an increase
(actually of 35.4 million euros) in the cost
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to completion of Mars Express, the
spacecraft that will carry Beagle 2 to Mars
but which will itself carry out a major
survey of the planet. The only new
resource directly attributable to Beagle 2 is
the aseptic assembly facility, which is
required to meet planetary-protection
requirements and was approved at a cost of
3 million euros.

Of course, the overall technical
development, integration and testing for
Mars Express and Beagle 2 are closely
linked; Beagle 2 is not simply added to the
payload at the launch site. Accordingly,
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ESA is monitoring carefully the
development of Beagle 2 as its schedule
needs to dovetail smoothly with Mars
Express.

David Southwood

Director, Scientific Programme, ESA8, 10 Rue
Mario-Nikis, F-75738 Paris cedex 15, France

Diversionary tactics in
environmental debate

Sir— The irrelevant observations by
Stuart Pimm and Jeff Harvey about

Bjorn Lomborg’s book The Skeptical
Environmentalist (Nature 414, 149-50,
2001) exemplify the unfortunate tendency
of some environmental activists, when
challenged with well-founded objections
to the scientific validity of their alarmist
claims about the state of the planet, to
respond with such diversionary tactics as
counting the number of footnotes cited by
their critics, disparaging their critics’
credentials and misrepresenting their
views — everything, in short, but dealing
honestly with the evidence.

In his book, for example, Lomborg
presents a detailed analysis, based on
widely accepted United Nations (UN)
data, to show how the alarmists have been
consistently wrong about the global
population and food supply. Contrary to
the predictions of impending catastrophe
by Paul Ehrlich, Lester Brown and Pimm
himself (who in 1998 told a meeting at the
American Museum of Natural History that
the world population might reach 40
billion by the end of the twentieth-first
century), the data actually show that, over
the past four decades, per capita food
production has increased substantially,
even in the developing world, while
population growth has slowed so that the
world population will level off at about 9
billion by mid-century.

Lomborg shows with devastating effect
how the alarmists have been able to
generate their forecasts only by extrapo-
lating from very short-term or local
negative trends, while disregarding the
larger positive trends. Yet, instead of
discussing this evidence, Pimm and
Harvey simply attack Lomborg’s
credentials by attempting to associate him
with the absurd view that an ever-growing
population could be sustained for the next
7 billion years. Lomborg says no such
thing, nor anything like it.

Similarly, Pimm and Harvey dismiss
Lomborg’s detailed, well-founded critique
of exaggerated extinction-rate predictions
with the ugly charge that this is morally
equivalent to denying the Holocaust. Yet
far from denying that loss of biodiversity
and other environmental threats are
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occurring, Lomborg plainly states that
these are indeed serious problems. What
he is criticizing is the habitual exaggeration
and white lies that have become the
common currency of environmentalist
advocacy (see the Correspondence by A.
Trewavas, Nature 414, 581-582; 2001).

It is thus particularly ironic that Pimm
and Harvey level the supercilious charge
that Lomborg’s book (“like a bad term
paper”, they say) cites secondary sources.
Lomborg does indeed cite secondary
sources — to provide examples of the
exaggerations and distortions made by
environmental activists. But to
demonstrate the inaccuracy of these
pronouncements, Lomborg cites primary
sources such as UN data and articles in
peer-reviewed scientific journals.

Lomborg’s whole point is that the
refusal of some environmental activists to
deal honestly with the data harms the
credibility of both environmental science
and environmentalism. Pimm and Harvey
in their review appear to have provided a
further example in support of this thesis.
Stephen Budiansky
Black Sheep Farm, 14605 Chapel Lane, Leesburg,
Virginia 20176, USA

Bioweapon agents: more
access means more risk

Sir— In the News Review article
“Bioweapons: Delivering death in the
mail” (Nature 414, 837-838;2001), you
quote Stanford biophysicist Steven Block
as opposing restrictions on access to
bioweapons agents, endorsing having “a
lot of terrific [biomedical] scientists
working on the problem” and forecasting
“a ‘molecular arms race’ between
bioweapons developers and biodefence
specialists”.

We believe that increasing the number
of institutions and people with access to
bioweapons agents will increase the
likelihood of their release. We find the idea
of a government-sponsored, large-scale
multi-site “molecular arms race”
frightening, and likely to lead to disaster.
(See also Opinion and News, Nature 414,
235and 237-238;2001.)

We recommend a moratorium on new
permits for possession or transfer of
bioweapons agents until the following
measures are put in place: national or
regional limits on numbers of laboratories
permitted access to bioweapons agents;
minimal containment requirements (BL-
3); minimal security requirements (video
surveillance, entry guards, dual-key locks,
personnel screening; requirement that two
people should be present during any
work); inventory-reporting procedures;
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and inspection and review procedures.

We believe that all laboratories without
current permits, and/or not in compliance
with the requirements above, should be
required to transfer (under special permit)
or destroy stored bioweapons agents.

This scheme would restrict access to
bioweapons agents, but would not, in our
view, unduly restrict biodefence-related
research. Research in laboratories without
access to bioweapons agents could be
performed using non-pathogenic or
moderately pathogenic species as
simulants (for example using Bacillus
subtilis, B. thuringiensis or B. cereus as
simulants for B. anthracis), and/or
through collaboration with laboratories
permitted access.

This scheme is more restrictive than
current official proposals. However, we
believe that it represents the minimum
required to provide a real increase in
security. The National Institutes of Health
has announced a major funding initiative
for biodefence research. Without new
restrictions, this initiative is likely to
increase the number of institutions and
people with access to bioweapons agents,
and with training in production, handling
and modification of these agents — and
thus, perversely, to make us less secure.
Richard H. Ebright*, Nancy D. Connell

*Howard Hughes Medical Institute, Waksman Institute,
Department of Chemistry, Rutgers University, Piscataway, New
Jersey 08854, USA

TCenter for Biodefense, Lourenco Center for the Study of

Emerging and Re-emerging Pathogens, New Jersey Medical
School, Department of Microbiology and Molecular Genetics,
UMDNJ, Newark, New Jersey 07103, USA

How scientists can take
the initiative in schools

Sir— As a schoolteacher, I am in my own
way pursuing the agenda of your Opinion
article “Educating future scientists” (Nature
414, 1;2001). I direct a programme, the
science research initiative, in which science
students aged 16 and above take part in
experimental research, in collaboration
with universities. They also write for and
produce a national magazine, N-lighten,
on contemporary science, and participate
in a biennial conference to present their
own discoveries and critically appraise
those of others from schools, universities
and industry.

In view of the declining numbers of
graduates entering careers in science,
I'strongly endorse your view that the
practitioners of science are ideally placed
to enthuse students in schools with the
excitement of modern discoveries and
their implications.

Mo Afzal
The King’s School, Canterbury, Kent CT1 2ES, UK
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