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There is considerable concern in professional societies and
universities, especially in the behavioral and social sciences,
over the problems surfacing in the application of human subject
protection policies outside the biomedical arena. A working
conference hosted by the University of Illinois Center for
Advanced Study in April 2003! gathered a diverse group of
scholars, federal officials, and representatives from disciplinary
societies to share perspectives and information, and to discuss
possible solutions to the dilemmas this is creating for university-
based scholars whose work involves interactions with people. A
paper in PER last year by Joan Sieber, Stuart Plattner and Philip
Rubin? provided a compelling description of the problems
surfacing as Institutional Review Boards (IRBs), their administra-
tors and other university officials respond to a changing
regulatory environment. Across the country, in a wide range of
disciplines, there are increasing instances of hyperzealous
interpretations of the regulations, including my favorite of the
examples cited by Sieber, et. al., in which “A linguist seeking to
study language development in a pre-literate tribe was in-
structed to have them read and sign a consent form.”*

The “mission creep” seen in IRBs across the country is stimu-
lated by highly publicized university-wide research “shut
downs” by federal regulators and the goal of limiting institutional
liability, combined with sincere desire to assure protection of
human subjects of research. The result, however well meaning,
appears to have had a disproportionate effect upon research
involving low-risk, low-harm methodologies in the social

sciences and behavioral research.*

Unfortunately, more is at risk than misapplication of scarce
resources: research in these areas is being delayed, sometimes
forbidden or, perhaps more commonly, abandoned as word
spreads about the difficulties of securing timely approval from
local IRBs. Writing in Academe, Margaret Blanchard, the William
Rand Keenan, Jr. Professor of Journalism and Mass Communica-
tion at UNC Chapel Hill, wrote of a faculty member in her
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department who used to give assignments involving current topics
relevant to the lives of his students but, in light of IRB
interactions,“says he now limits his class projects to ‘bland topics

and archived records.”

As mission creep has led IRBs to regulate fields totally unantici-
pated by the original drafters of the Common Rule,’ the federal
regulation governing research using human subjects, questions of
academic freedom and of the First Amendment rights of researchers
have begun to arise.?

Although these topics have been gaining increasing attention,® the
Illinois Conference was the first targeted gathering of scholars and
policy officials across a broad range of fields. Disciplines of those
attending included anthropology, English, business, psychology,
history, journalism, organizational behavior, law, ethnography, social
work, philosophy, communications, sociology, and medicine.
Federal officials from the National Science Foundation, Department
of Education, and the Office of Human Research Protection at-
tended*.

The Illinois Conference focused on two sets of questions, the first
definitional:

= What is research? (Or, what is not research with
human subjects as covered by the Common Rule?)

®=  Whatisrisk? What is harm?

" What is a human subject?

Second, we asked, more fundamentally perhaps:
= Who are we protecting?
*  From what?
=  Why?
*  And at what cost?

As these questions were examined, three distinct sources of the
problems seen in non-biomedical research emerged at the confer-
ence: first, there are too many incentives in our present regulatory
system for universities and their IRBs to focus on documentation of
technical compliance (forms signed and properly filed) at the
expense of substantive protections for human subjects. As Robert
J. Levine stressed, “consent is a process, not an event.” This
conflation of technical compliance with substantive ethical review is
a significant complicating factor. Is there another way for a “good”
IRB to demonstrate that it is meeting its obligations than to be able

to document that all its signatures are in the right places? Some
(Regulations continued on page 2)
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(Regulations continued from page 1)
observers are concerned that the stan-
dards adopted by the new bodies offering
accreditation for human subject protec-
tion programs, one of the more recent
developments in the world of IRBs, may
be increasing these bureaucratic incen-
tives.

Second, too many people are “guessing”
what others want them to do, a phenom-
enon I’ve dubbed “serial mind-reading.”
As we all know, mind-reading is an
imperfect form of communication. In our
current situation, IRB members “guess”
what legal liabilities might exist, often
without checking with their lawyers.
Institutional officials “guess™ what will
protect them from the possibility of a
death penalty shut-down. Researchers
“guess” what might raise questions from
their IRB and choose “safer” research.
We must have better guidance, which
should be more broadly disseminated.
That is, we need consistency (and hence
predictability) in IRB approval or disap-
proval of similar activities across institu-
tions. While the local control of our IRB
system allows review to be tailored to
local knowledge and standards, it creates
tremendous uncertainty and variability in
areas where there are not shared under-
standings of harm, risk, the meaning of
the applicable regulations and when they
apply. For example, the definition of
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“minimal risk™ is an area in which vastly
better guidance must be provided when
applied to research that does not involve
physical discomfort or harm.

Finally, some forms of scholarship simply
do not fit a regulatory model that derives
from and focuses upon the protection of
human subjects in biomedical research.
Journalism, for example, puts a higher
value on the public’s right to know than
on the protection of the reputation of an
individual who has been the subject of an
investigative report, such as the prover-
bial crooked alderman. As put by Ivor
Pritchard of the Department of Education
at the conference, “an ethical journalist
may responsibly “get” the subject of his
or her story. An ethical psychologist may
not. ” The stakes are high. In order to
function soundly, compliance systems
require acceptance and at least minimal
respect from those who are regulated.
Actions by IRBs that do not make sense
to scholars and researchers in entire fields
will impair (as they already may) the
credibility of IRBs.

It became clear at the conference that the
IRB community needs to hear and to
respond to the accumulating concerns of
researchers in non-biomedical fields and
to listen non-defensively. No doubt,
there are some uninformed, confused,
inexperienced, and/or recalcitrant
investigators who resent any oversight of
their work. However, there is also
significant evidence of very real problems
even with “good” IRBs. Defensive
attitudes that dismiss all concerns as
unfounded, ignorant, misplaced, etc., do
not help to protect human subjects of
research. Substantive, thoughtful
responses will.

Solutions proposed at the Illinois
Conference include developing and
disseminating better guidance on the
application of existing definitions in the
Common Rule, collecting and disseminat-
ing “best practices” on procedural
matters, preparing information and
drafting guidance for federal
regulatorsand legislators as regulations
and federal statutes are revised. For
example, Robert Levine’s keynote speech,
tracing the history of the Belmont
Principles and the development of the
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Common Rule, highlighted the distance
that has grown between the original
regulatory meaning of “minimal risk” and
its present application in some places.

We must revisit the concept of the
“vicissitudes of daily life” that we expect
non-decisionally-impaired adults to
accept, or at least endure, and issue better
guidance for IRBs on it.

The Illinois Conference White Paper
(under development) will also address
how to differentiate research involving
human subjects that is and is not
covered. Many activities that involve
“interactions™ with humans are nonethe-
less not “covered research” involving
human subjects and we need better to
understand the difference. Responses to
the panels elucidating federal policy and
suggesting constructive directions by
Ivor Pritchard of the Department of
Education and Phillip Rubin of the
National Science Foundation were helpful
in sharpening the questions our commu-
nity must resolve and that will be
addressed in the White Paper.

In addition to developing better guidance
on the meaning and coverage of present
regulations, much improvement can be
gained by disseminating procedural best
practices. For example, one significant
source of concern in many disciplines is
the lack of appeal from IRB decisions
applying the regulations to proposed
activities. In fact, federal regulations—
and many institutional policies—permit
an appeal mechanism, but this is not
widely known or understood nor is it clear
how effective these appeal mechanisms
are. Working with federal regulatory
agencies, information on this and other
aspects of how IRBs operate in practice is
needed.

Relatedly, the Illinois White Paper will
also describe various models for distrib-
uted responsibility that may assist both in
reducing the burden on overworked IRBs
and improving the quality of resulting

(Regulations continued on page 3)
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(Regulations continued from page 2)
operating models of oversight that
provide accountability and meaningful
protection for human subjects but do not
require all scholarly activities to go
through a central IRB.

Finally, the White Paper will examine the
regulatory structure and explore possibili-
ties for a more nuanced system of
oversight. At the conference, participants
debated whether there are potentially
different levels of risk for research
involving human subjects that would
warrant different levels of review: 1) the
current system requiring advance review
and approval before certain activities
(such as those involving more than
minimal risk) may be undertaken; 2) a
system providing for post-hoc complaints
(perhaps applicable for endeavors such
as oral history projects); and, 3) activities
for which the recourse for addressing
problems would be the legal system.

It does not detract from our broadly
shared commitment to the ethical treat-
ment and protection of human subjects of
research to observe that our regulatory
system is in need of improvements. There
are many good ideas in circulation. The
work of the Illinois Conference will be
extended and joined with the efforts of
others working toward such improve-
ments.

! More information about the conference, and
the positions papers submitted for it, can be
found at: http://www.law.uiuc.edu/confer-
ences/humansubject/index.asp

2 Sieber, Joan E., Plattner, Stuart and Rubin,
Philip, “How (Not) to Regulate Social and
Behavioral Research,” Professional Ethics
Report, VolumeXV, Number 2, Spring 2002,
pp. 2-4

3 Ibid, pl.

4 Gunsalus, C. K. “Human Subject Protec-
tions: Some Thoughts on Costs and Benefits
in the Humanistic Disciplines.” In Press.
Available on conference website: http://
www.law.uiuc.edu/conferences/humansubject/
index.asp.

* “Protecting Human Beings: Institutional
Review Boards and Social Science Research,”
Academe, May/June 2001. Available on-line
at: http://www.aaup.org/publications/

Academe/02mj/02mjftrhtm
¢ Code of Federal Regulations, Title 45. Public

Welfare Department of Health and Human
Services, National Institutes of Health, Office
For Protection from Research Risks, Part 46:
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“Protection of Human Subjects.” Revised
November 13, 2001; Effective December 13,
2001.

7Finkin, Mathew W. “Academic Freedom and
the Prevention of Harm in Research in the
Social Sciences and Humanities.” Illinois
Conference Proceedings. 2003. Available on
conference website: http://www.law.niuc.edw/
conferences/humansubject/index.asp

8 See guidance issued by the Division of
Behavioral and Cognitive Sciences at the
National Science Foundation at ; advocacy
efforts of the American Psychological Society
at ; guidelines developed by the Oral History
Association at http://www.law.uiuc.edu/
conferences/humansubject/papers.asp, and
Gunsalus, C. K. (2002), “Rethinking
Protections for Human Subjects.” Th

Chronicle of Higher Education, November 15,
2002, p. B24.

% Representatives of the Centers for Disease
Control were invited and accepted, but were
unable to attend due to other pressing matters;
epidemiological work can raise some of the
same issues examined at the conference.

IN THE NEWS

CONTAMINATED TISSUEIMPLANTS
BLAMED ONFDADELAYS

The FDA announced ambitious plans in
1997 to regulate the human tissue
industry, but Members of Congress
chided the FDA for failing to make any
progress in regulating the industry.

The American Association of Tissue
Banks, an industry group that represents
about half the tissue banks in the United
States, supports many of the proposed
regulations, but other groups, including
surgeons, claim that the regulations
would increase costs and reduce supplies
without increasing safety. Included in the
listed items provided by tissue banks are
human eye tissue, heart tissue and
donated tendons and cartilage. All of
these tissues are used in surgical
procedures; tissue banks also provide
tissues used for skin grafts for burn
patients.

A staff report from the Senate Committee
on Governmental Affairs found that only
a few states regulate the tissue industry,
and any safety precautions created by the
government are currently nonbinding.
The CDC has received reports of approxi-
mately 62 infections associated with
human tissue transplants since 2001, and
there has been one reported death. *JF
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FDA WARNS UNIVERSITIES OVER
STUDIES INVOLVING TRANSGENIC
ANIMALS

The FDA is concerned about the human
consumption of transgenic animals such
as cows, sheep, and pigs. In May, the -
FDA sent letters to 70 land-grant institu-
tions and universities conducting
agricultural research to remind them of
FDA regulations on the use of transgenic
animals. This action is a result of the
discovery that the University of Illinois,
Urbana-Champaign (UIUC) sold 386 pigs
associated with research studies to a
livestock dealer. The animals eventualily
ended up in a slaughterhouse for human
consumption. The pigs were the off-
spring of transgenic and normal pigs.
UIUC researchers had inserted genes into
pigs to increase milk production and allow
the offspring to digest the milk better and
grow faster without the use of drugs.
Each pig was tested prior to the sale to
ensure that it did not carry the transgene.
Originally the FDA accused UIUC of
failing to document whether animals
associated with bioengineered research
had entered the human food supply, but
UIUC is working with the FDA to verify
that the pigs were free of the transgene.
Both organizations now agree that the
problem was a result of bad communica-
tion rather than wrongdoing.

Initially, the agency regulated only
transgenic animals intended for human
consumption. Now it has expanded the
regulation to include the research of
transgenic animals in pharmaceutical
factories or models of human disease.
The FDA claims jurisdiction to regulate
the use of transgenic animals based on
the premise that genetic material inserted
into the animals is equivalent to an
experimental drug. Universities may need
to file an application with the agency
before conducting transgenic studies.
The FDA letter sent to various universi-
ties did not clarify the agency’s regula-
tions but asked researchers to contact the
FDA for further guidance. The FDA is
planning an educational campaign to
make sure university researchers are
aware of the regulations.

The FDA wants to be consulted in
advance and in writing about the disposal

(News continued on page 4)
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of normal and engineered animals. John
Matheson, an FDA toxicologist, says that
the FDA has received requests from
various universities to approve the sale
for consumption the normal offspring of
bioengineered animals. The FDA will also
be conducting onsite investigations to
ensure that research records on
transgenic animals are correctly main-
tained.

At this time, the FDA has given universi-
ties little guidance in this area. Gregory
Jaffe, director of the biotechnology
project at the Center for Science in the
Public Interest, states that the lack of
guidance might be because the FDA
usually deals with industry, not universi-
ties. On the other hand, many universi-
ties don’t necessarily know that their
research requires FDA regulation. Bill
Murphy, associate chancellor for public
affairs at UIUC, states that, while the
procedures necessary to ensure under-
standing of and compliance with the
regulations may take a little time to work
out, as long as both sides act in good
good faith, there will be no problem.

For additional information see the
following:

FDA Center for Veterinary Medicine
website:

http://www.fda.gov/cvm/biotechnology/

bio_drugs.html
Investigational new animal drug (INAD)

regulations within 21 CFR 511.1(b): http://
WWw.ac . /mara/cfr/waisidx 02
21cfiS11 02 html *MF

HHSPROPOSES NEW GUIDANCE
FORFINANCIAL CONFLICTS OF
INTERESTIN HUMAN SUBJECS
RESEARCH

On March 28, the Department of Health
and Human Services Secretary proposed
a draft guidance for protecting human
research subjects from being harmed by
financial conflicts on interest in research.
The draft guidance, “Financial Relation-
ships and Interests in Research Involving
Human Subjects: Guidance for Human
Subjects Protection,” was published in
the March 31 Federal Register and is
directed towards investigators, Institu-
tional Review Boards (IRBs), research
facilities, and other entities reviewing and

4

implementing research proposals in the
HHS and its agencies.

The proposed guidelines, consisting of
questions and “points to consider,” are
intended to provide a “clearer framework
for identifying and managing potential
conflicts of interests as early as possible.”
The guidance is intended to aid users in
assessing whether financial interests
interfere with the rights and welfare of test
subjects and suggests possible actions to
address or resolve any conflicts of
interests that may exist. Recommenda-
tions in the guidance include suggestions
to separate financial from research
decision-making, establishing committees
to review projects for financial interests in
research, directly informing test subjects
of project funding sources, and arranging
for an independent third party to inform
subjects and obtain consent from them.

The March 31 Federal Register can be

viewed at: http://ohrp.osophs.dhhs.gov/
references/fr03-7691.pdf

*JC

HOUSEMEMBERSASK PRESIDENT
TOEXPANDPOLICY ON STEM CELL
RESEARCH

OnMay 15, 2003, eleven Members of the
U.S. House of Representatives wrote
President Bush expressing their concern
over the President’s policy on stem cell
research. The Members, all Republicans,
noted that the stem cell lines available for
federally-funded scientists under Presi-
dent Bush’s August 9, 2001 policy were
grown using mouse feeder cells, which
could contain infectious agents that may
cause disease in humans. Researchers at
Johns Hopkins University have produced
uncontaminated stem cell lines not
covered under the Presidents current stem
cell policy. The letter asks the President to
consider whether changes should be
made to the policy to include the lines
produced by Johns Hopkins. *JF

ISRAEL CONSIDERS WHETHER
PARENTS SHOULD BEABLETO
CHOOSE THE SEX OF THEIR
CHILDREN

In rare cases there are accepted reasons
for selecting the sex of one’s child. In
Israel, parents with serious sex-linked
genetic diseases use pre-implantation
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genetic diagnosis (PGD). PGD entails the
creation of embryos by in vitro fertiliza-
tion, analysis of cells for sex determina-
tion and genetic disease, and then
implantation of an embryo into the
mother. Many ethical dilemmas arise
related to the use of this technology.
Does a couple have the right to choose
the sex of their child simply based on
preference? What if there is no known
genetic risk? What if the couple can
conceive naturally? Should only IVF
couples be allowed to choose the sex of
their child?

Experts gathered at the Jerusalem Center
for Ethics at Mishkenot Sha’ananim to
present their views on whether the
medical community should allow non-
medically related sex selection. Various
risks to sex selection were discussed. Dr.
Carmel Shalev, head of the medical ethics
unit at the Gertner Institute at Tel
Hashomer, argued that the practice
should be barred because more male
children will be selected resulting in a
shortage of females. This could result in
men stealing or buying wives in geo-
graphic areas that are gender imbalanced.
Professor David Hed of the Hebrew
University’s philosophy department,
countered that throughout history there
have been times when there was a gender
imbalance and we have managed to
persevere until balance was restored. In
addition, countries like India perform PDG
legally based on discrimination against
women, not based on sex selection.

Others worry about the unnecessary
medical procedures that women will go
through in order to choose a boy or girl.
Women could risk medical complications
due to the procedure, and the success
rate of approximately 20% is low. Some
religions stress the natural method of
procreation, contending that tampering
with nature in order to conceive and then
using technology to allow sex selection is
not natural. Rabbi Dr. Mordechai
Halperin, the Health Ministry’s medical
ethics advisor, states that couples
undergoing I'VF for fertility reasons
should be able to choose the sex of their
child, but couples should not undergo
IVF treatments for the sole purpose of sex
selection. *MF

(News continued on page 5)
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OHRP GUIDANCE ON THE INVOLVE-
MENT OF PRISONERS IN RESEARCH
On May 23, 2003, the Office for Human
Research Protections (OHRP) provided
additional regulations' for the protection
of prisoners as human subjects participat-
ing in biomedical or behavioral research
conducted or supported by the Depart-
ment of Health and Human Services
(HHS). The new regulations address the
fact that prisoners need additional
safeguards because of the stress of
making voluntary and educated decisions
regarding participation as human sub-
jects.

Institutional Review Boards (IRBs) review
protocols involving prisoners as subjects
and the research must now meet addi-
tional requirements. The new research
requirements include elements such as:
the risks must not be greater than risks
that would be accepted by non-prisoner
volunteers; control subjects must also be
selected from among the prisoners; and
participating in the research studies will
have no effect on the parole chances of
the prisoner. If the prisoners may not
benefit from the research, then a consulta-
tion with experts, such as experts in
penology, medicine and ethics, is also
required before the research project can
begin.

The new regulations also address the
issue of a participant in a medical study
becoming a prisoner during the study. In
this instance, the IRB will review the
protocol of the study and determine
whether the subject can continue in the
study.

145 CFR § 46, subpart C (2003). Available
at: http://ohrp.osophs.dhhs.gov/
humansubjects/guidance/

45cfrd6.htmifsubparte.
*JF

STATEMENT BY THE EUROPEAN
GROUPONETHICSIN SCIENCEAND
NEW TECHNOLOGIES ONADVERTIS-
ING GENETICTESTSVIATHE
INTERNET

The European Group on Ethics in Science
and New Technologies issued a statement
on February 24 to “alert civil society and
decision-makers on problems raised by
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advertising genetic tests via the internet.”
The group cited social, legal, and ethical
concerns regarding Internet-based
advertising of genetic tests for paternity
and predisposition to genetic diseases
due to potential ramifications of the tests.
Some tests were deemed by the Group
“misleading and incomplete™ in nature
because of the limited predictability of
multigenic diseases. The statement also
raised concerns about data collection for
the tests and possible non-compliance
with consent regulations, particularly in
the case of paternity testing.

Prior documents issued by the Group and
the Council of Europe’s Convention on
Human Rights and Biomedicine deemed
“appropriate genetic counseling” an
integral part of genetic testing, but
Internet-offered tests neglect to consider
the harmful effects of testing without
proper advice and counseling. The
Group’s statement voices concerns about
discrimination with test results and the
violation of rights, including that of
equality and confidentiality of health care
information. Furthermore, the Group
believes that advertising a genetic test
commercializes the tests and increases
demand for testing that may disrupt
“social and personal conflicts.”

The European Group on Ethics in Science
and New Technologies’ official website is
located at http://europa.eu.int/comm/
european group ethics/index_en.htm.

The Council of Europe’s Convention on
Human Rights and Biomedicine can be
found as ETS Number 164 at http://
conventions.coe.int/Tre N

Cadrel isteTraites. htm. *JC

IN THE SOCIETIES

PROTECTINGTHE PUBLICANDTHE
ENVIRONMENT: ARESPONSIBILITY
OF CANADIAN PROFESSIONAL
ENGINEERS

A Report by the Canadian Academy of
Engineering

Ottawa, February 2002

Engineers have the responsibility to
ensure that their contributions provide
special attention to the protection of the
health, safety, and well being of the public
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and the environment. To meet this goal,
a professional engineer must be compe-
tent and act ethically and accept respon-
sibility in order to ensure that the public’s
welfare is protected in areas where the
public may be lacking the competence
and judgment. This report by the
Canadian Academy of Engineering
addresses the question: “is the legislation
and practice of professional engineering
in Canada adequate to provide the public
with the protection that it needs and
deserves?”

The Canadian Academy of Engineering
has developed several recommendations
for the ethical practice of engineering.
The Academy recommended that a
standard legal definition that specifically
addresses professional responsibility be
universally accepted, including when the
engineer’s work is not directly for a public
client because public welfare can be
negatively affected regardless of the
contracting parties. Because the potential
for success or failure occurs at the design
stage, one effective protection is to
require engineers to identify potential
problems with their designs and to take
responsibility in the event that a problem
occurs. The report recommends that the
Canadian Council of Professional
Engineers (CCPE) definition of profes-
sional engineering be amended to read:

“The practice of professional engineering
means providing and accepting responsi-
bility for any act of planning. designing,
composing, evaluating , advising,
reporting, directing or supervising, or
managing any of the foregoing that
requires the application of engineering
principles, and that concerns the safe-
guarding of life, health, property, eco-
nomic interests, the public welfare or the
environment.”

The report also recommends that for all
work related to health and safety, the
associations should ensure that specific
responsibility is designated to “an
echelon of professional engineers having
appropriate competence.” Due to the
complicated nature of engineering
projects, one person cannot possibly
have all of the expertise necessary, and
one chief engineer should not be respon

(Societies continued on page 6)
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(Societies continued from page 5)

sible for an entire project. For example, in
many projects there may be a need for a
software expert. The Academy believes
that engineers should take voluntary
personal responsibility on behalf of the
public for predicting the impact of their
engineering activities and informing their
employers of potential risks. Employ-
ment contracts should have a provision
specifying the engineer’s responsibility
to the public, and associations should
provide a method of dealing with
conflicts arising between engineers and
employers. This policy will assist
engineering companies with legal
defense, public image and public
relations.

For further information regarding this
report see www.acad-eng-gen.ca

*MF

AMERICANNUCLEARSOCIETY
APPROVESNEW CODE OF ETHICS
The American Nuclear Society’s (ANS)
Board of Directors approved a code of
ethics and professional conduct based
on the Society’s mission of “improving
the understanding of nuclear science and
technology” on June 5. The code of
ethics vowed that members would
“uphold and advance the integrity and
honor of their profession” for the
“enhancement of human welfare and the
environment.” The code of ethics listed
twelve practices of professional conduct,
including practices to disclose informa-
tion if “duties might have adverse
consequences for the present or future,”
to act with the safety of others and the
environment in mind, and to take full
responsibility for one’s actions. The
code of ethics was approved by the ANS
Special Committee on Ethics in November
2002.

The American Nuclear Society’s webpage
can be found at http://www.ans.org.

The code of ethics can be viewed at

http://www.ans.org/about/coe.

RESOURCES

THEANATHEMA OFGM FOODAND
DEVELOPING COUNTRIES
by Kevin Alleman

It’s widely known that the United States
and Europe express divergent attitudes
toward genetically modified (GM) crops.
We in the US have long accepted a
market-driven food culture, which is
shaped in part by advances in GM
technology. Europeans, on the other
hand, are more reluctant to accept the
integration of global market pressures on
their culinary heritage; in part, due to
concerns with the application of
bioengineered crops on public health and
safety, food security, and environmental
integrity. Much of the consternation has
risen to a level where some countries
have called for prohibitions on the
importation of GM food and a cessation
of all GM research and farming.

In 1999, the Nuffield Council on Bioethics,
an independent think tank in the United
Kingdom that examines ethical issues in
medicine and biology, took to task
examining these issues and released a
report, Genetically modified crops:
ethical and social issues. One of the
recommendations concluded that, if the
application of GM technology can reduce
malnutrition in developing countries,
there was a compelling moral imperative
“for making GM crops readily and
economically available to developing
countries who want them....”

With recent developments in GM
technology and the persistent mistrust in
its application to food development in the
UK, parts of Europe and other countries,
the Council on 10 June 2003 released a
follow-up draft paper entitled, Discussion
Paper: The use of genetically modified
crops in developing countries, to assess
the risks and benefits associated with GM
crops in developing countries.

One of the key positions in the draft is a
recognition that GM technology can
increase the yields of crops, but that the
benefits and risks must be assessed on a
case-by-case basis. This precautionary
rule is shielded by the lack of evidence to
the Council showing GM crops as
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causing harm, as advocated by those who
seek moratoria on GM research and field
trials. The Council has upheld the moral
obligation to explore the potential
benefits associated with GM crops
responsibly in order to reduce malnutri-
tion and poverty in developing nations.
And to assuage fears that small-scale
farmers would be neglected, since most
GM research serves the interests of large-
scale farmers in developed countries, a
recommendation is made that “additional
resources be committed by governments,
the European Commission and others, to
fund a major expansion of public GM
related research into tropical and sub-
tropical staple foods, suitable for the
needs of small-scale farmers.”

Another key finding concerns the impact
of European Union (EU) policy on
regulation and trade. It is recommended
that the EU, the Department for Interna-
tional Development, and nongovernmen-
tal organizations that monitor agricultural
policy for developing nations ought to
monitor EU regulatory policies of GM
crops because of the lack of infrastructure
in developing countries to trace and label
GM food. Inthe fight to reduce malnutri-
tion, the Council finds that it is essential
to continue empirically based research in
order to determine if micronutrient-
enriched GM crops like Golden Rice,
which is modified to produce Beta-
carotene that the body converts into
vitamin A, is in fact effective. This
approach, however, is to be offered
concurrently with alternative methods of
improving needed dietary micronutrients.

A further key finding administers to the
donation of emergency food aid by
industrialized nations. It is recommended
that a choice be offered, whenever
possible, between GM and non-GM food
when donating emergency food aid, and
that full disclosure of what percentage of
the food was genetically modified is
necessary. The recommendation is a
reminder of the situation in May 2002
when the government of Zimbabwe
denied the distribution of 10,000 tons of
GM comn donated by the US to help
alleviate the food shortages caused by
erratic rains and floods. Moreover,
should developing countries prefer to

(Resources continued on page 7)
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(Resources continued from page 6)
receive non-GM grain, it is recommended

that it be purchased by the United
Nations World Food Programme and
other food aid organizations.

The draft discussion paper is a work in
progress and the recommendations are
provisional. The Council is accepting
comments from the public, as well as
experts through early August. The draft
paper can be accessed online from the
Nuffield Council’s website at http:/
www.nuffieldbioethics.org/filelibrary/pdf/
gm_draft paper.pdf. A final discussion
report is expected sometime in early
October.

BEING THEMEINEVER WAS
by Brent Garland

I never truly felt whole until I cut off my
am.

This paradoxical statement is an illustra-
tive example of the challenging ideas
brought forth in physician-philosopher
Carl Elliott’s newest book, Better Than
Well: American Medicine Meets the
American Dream. In this engaging, fresh
and challenging look at “enhancement
technologies,” Elliott takes a different
approach than the recent tomes predict-
ing either a disastrous loss of our
“humanity,” or a wealth of benefits to be
had by technological means.! Elliott’s
approach is to instead look at our use of
enhancement technologies as a method of
revealing “pathologies in the way that we
live,” and to examine more specifically the
relationship between a fulfilling life and
an “authentic” one.

One of the more intriguing aspects of
Elliott’s inquiry is reflected in the title of
the book. In several cases, the people
utilizing the enhancement technologies
report that they are finally their “true”
selves as a result of these technologies—
their true selves being someone they
have never been. They are not merely
made well, but are made “better than
well.”

The obvious ethical question that arises
is whether it is always “good” to utilize a
technology that makes a person feel
complete, fulfilled, or “better than well.”
In the most extreme example of the

7

paradox this question can produce,
people with apotemnophilia, or the desire
to be an amputee, only feel as if they are
their “true” or authentic selves once they
have a limb (or two) removed. Is healthy
limb amputation an enhancing technol-
ogy, one that is improving the individual’s
well-being, or is it just playing into a
psychopathology?

Before one gets the impression that this is
a book whose primary focus is the bizarre,
please note that nothing could be further
from the truth. Elliott focuses on enhance-
ment technologies that are fully familiar to
anyone who has considered the issue:
steroid use, anxiolytic drugs, selective
serotonin reuptake inhibitors, cosmetic
surgical procedures, and Ritalin, among
others. To the extent that the discussion
leads to technologies that are not
intuitive, or are even shocking, this seems
the result of two deliberate, and informa-
tive, choices in the book. The first is that
Elliott chooses to use the common
philosophical method of trying to
determine a rule or principle relevant to
the discussion at hand, then to examine
whether such a rule works in an extreme
case, such as that of the apotemnophiliac.
If the rule or principle breaks down, this
tells you something about the rule and
about its assumptions.

The second choice? is to cast a deliber-
ately wide net in considering what is an
“enhancement technology.” The apparent
operative definition Elliott uses is a
minimal one, encompassing drugs and
procedures which alter or “improve”
existing human capabilities or characteris-
tics. One benefit of this choice is that
some technologies are included that
typically haven’t been much discussed in
the context of enhancement technologies,
such as computer speech synthesis,
accent reduction training, and endoscopic
thoracic sypathectomy, a surgery that can
relieve chronic blushing. As with the more
extreme examples, these technologies also
challenge assumptions about what
constitutes an “enhancement,” and about
whether a common set of rules or
principles regarding enhancement
technologies are discernable. A potential
drawback of this approach is that Elliott
only briefly addresses some of the core
definitional questions of what should be
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considered an “enhancement technol-
ogy,” and thus some of the more subtle
aspects of this question are lost.?

The book as a whole takes a broad look at
the questions posed by enhancement
technologies and their potential uses, and
places the inquiry in the larger framework
of questioning the nature of identity.
Elliott provides a new perspective for
those who have already been considering
the impacts of enhancement technologies,
and a remarkable introduction for those to
whom the subject is new.

Elliott, Carl, Better Than Well: American
Medicine Meets the American Dream,
New York: W.W. Norton & Company,
2003.US$26.95

! See, for example, “Utopia, Dystopia, or Just
the Next Step?”, PER, Volume XV, Number 2,
Spring 2002, for a review of books by Francis
Fukuyama and Gregory Stock that examine
enhancement technologies.

2 One that could be either a strength or a
weakness depending, in part, on the reader’s
background in the issues.

3 An excellent discussion on the difficulty of
defining “enhancement technologies,” and of
the distinctions between enhancement and
treatment, is in a book edited by Erik Parens,
entitled Enhancing Human Traits: Ethical and
Social Implications (Georgetown University
Press, 1998). Elliott refers to this work in his
notes, and his declining to explore the issues
more fully may simply be a recognition that
this is a topic which requires a book-length
treatment to address fully. That said, it would
have been helpful to general readers to address
the definitional issues more directly and in
more detail than Better Than Well ultimately

does.

ANNOUNCEMENTS

Conference — The Center for Science in
the Public Interest is holding a confer-
ence on Conflicted Science: Corporate
Influence on Scientific Research and
Science-Based Policy on July 11,2003 in
Washington, DC. More information is
available at http://www.cspinet.org/
integrity/conflictedscience_confhtml.

Funding — The National Institutes of
Health has issued an RFA for the
HumanSubjects Research Enhancements

(Announcements continued on page 8)
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Scientific Freedom, Responsibility and Law Program
American Association for the Advancement of Science
1200 New York Avenue, NW, Washington, DC 20005

(Announcements continued from page 7)

Program. Applications must be submitted
by July 11, 2003, using the PHS 398
research grant application, available at
http://grants.nih.gov/grants/funding/

phs398/phs398.html. More information
can be obtained from L. Tony Beck, Ph.D.,

Division of Clinical Research, National
Center for Research Resources, National
Institutes of Health, 301-435-0805, fax:

301-480-3661, email: beckl@mail.nih.gov.

Conference — The International Dental
Ethics and Law Society (IDEALS) and
Creighton University School of Dentistry
and Center for Health Policy and Ethics
are sponsoring the Fifth International
Congress on Dental Law and Ethics, from
July 31-August 3, 2003 in Omaha,
Nebraska. The theme of this year’s
congress is “Rights, Access, and Justice
in Oral Health Care.” More information
and registration is available at http:.//

www.ideals.ac/congress2003/.

Call for Papers — ETHICOMP 2004 will
be held April 14-16, 2004 at the University
of the Aegean in Syros, Greece. The focus
of the conference will be “Challenges for
the Citizen of the Information Society.”
Abstracts are due September 10, 2003. For
more information, visit http://
r.cse.dmu.ac. nferences/

ethicomp2004/.

Conference — The International
Observatory on Bioethical and Biomedi-
cal Law is holding an International Forum
on Bioethical and Biomedical Law on
September 16-19, 2003 in Marseilles,
France. The theme is “Procreation and
Child Rights.” For further information,

visit hitp://www.bio-pharo.com.

Conference — On September 25-26, 2003
in the International Labour Office,
Geneva, the Conscience Clause Project
will hold an international conference on
the legal protection of the individual

responsibility of scientists and engineers.
For more information, including registra-
tion, visit the Association for the Promo-
tion of Scientific Accountable Behavior

(APSAB), http://www.apsab.span.ch/clc.

Retreat— The Council of Science
Editors and Office of Research Integrity
are co-sponsoring a retreat entitled “The

Journal’s Role in Scientific Misconduct”
on November 7-9, 2003 in Leesburg,
Virginia. More information and registra-
tion are available at http://
www.councilscienceeditors.org/
events 03Program scientific misconduct.shim.

Funding — The Office of Research
Integrity is accepting grant applications
on research topics associated with
research integrity in a variety of disci-
plines. Funding has been increased to
$250,000 over three years. The application
deadline is November 14, 2003. For more

information, visit http://grants]1.nih.gov/
grants/guide/rfa-files/RFA-NS-04-001.htm]




