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The pursuit of truth is the tenet on which
all scientific endeavor is based. This com-
mentary is an attempt to show how the
pursuit of truth in epidemiologic practice
can be influenced by group interests. Ex-
amples from the recent past are used for
emphasis.

It is argued that the principle of seeking
truth—aside from the implications for sci-
entific advancement—must be considered
responsibly within the moral and legal
value base of the culture within which the
epidemiologist functions. Where the epi-
demiologist cannot subscribe to the moral

and/or legal basis of the culture within
which he or she works, a primary focus of
epidemiologic pursuit may be on influenc-
ing the value base of the culture itself {1).
It is argued further that a set of profes-
sional ethics guidelines forms a necessary
(but insufficient) basis for the advance-
ment of epidemiology: as the discipline ma-
tures, the ethics debate must be brought
into the mainstream of epidemiologic lit-
erature so that the greatest possible input
can be channelled toward developing ethics
guidelines for 'epidemiologists. Thus, it is
not the goal of this commentary to provide
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even a draft set of guidelines; rather, its
goal is to further stimulate discussion on
the topic.

EPIDEMIOLOGY: A MULTIDISCIPLINARY
EMERGENCE

Practitioners of epidemiology emanate
from a number of disciplinary bases, in-
cluding epidemiology itself, medicine, nurs-
ing, public health, statistics, sociology, an-
threpology, philosophy, and demography.
The research of these epidemiologists em-
braces a broad range of activity, from de-
scriptive and analytic studies requiring ac-
cess only to existing records, through ex-
perimental studies dependent for their
success on human subjects and/or patient
participation. The common denominator
across all of the epidemiologist’s activities
is the focus on populations, and hence on
questions of relevance to the public health
(2).

Medically qualified epidemiologists,
prior to their specialization in epidemiol-
ogy, are usually required to subseribe under
oath to a medical code of ethics. Because of
this, physicians are regarded as a self-
regulating profession (3-5). However, prac-
titioners of epidemiology are not required
to subscribe to a code of ethics and there-
fore cannot be considered a self-regulating
profession. Even though physician-trained
epidemiologists will have subscribed to a
physician’s code of ethics, the medical
group’s existing codes of ethics primarily
relate to patient care, and thus are not
directly relevant within the context of
population-based research (2).

DISTINCTIONS BETWEEN ETHICS AND
MORALITY

Ethics concern the “rules of conduct rec-
ognized in respect to a particular class of
human actions or a particular group or
culture” (8). On this basis, professional
groups have established their respectability
and credibility in the public eye and are
relegated the responsibility by governments
for self-regulation. Morality, on the other

hand, refers to “principles or habits with
respect to right or wrong” (6} and relates
to general interactions between persons in
all facets of life. Legal safeguards, repre-
senting cultural norms based on prevailing
values, often impose controls on extremes
of moral action. Hence, distinct from self-
regulation, questicns of morality generally
are entrenched through legislation.

Self-regulation and legislation interplay
to ensure control over extremes of human
conduct. Group interests and regional var-
iations contribute to the degree of overlap
between these two approaches to control.
As a consequence, some professional groups
are more self-regulating than others. Figure
1 schematically highlights the distinctions
between the legislative and the self-regu-
lation approaches to control.

Questions about ethics in epidemiologic
practice first drew attention in 1977, when
concerns were expressed in regard to the
confidentiality (7), interpretation (8), and
conduct (9) of studies. At that time, other
medical, science, and engineering profes-
sional bodies already were self-regulating
(or they recently have become self-regulat-
ing), a responsibility relegated by govern-
ment in the interest of fewer imposed con-
trols, particularly where the public interest
is concerned (3, 4). Indeed, these other dis-
ciplines were already engaged in debate on
intellectual questions dealing with ethical
principles as they related to their respective
disciplines. The lack of such debate among
epidemiologists was first noted in 1984 (10),
and the first text on the subject, specific to
psychiatric epidemiclogy, was published in
1986 (11).

FUNDAMENTAL PRINCIPLES OF
BIOETHICS

Principles of bioethics have evolved from
about the 16th century B.C. (4). By 1520
A.D., the Royal College of Physicians of
London had compiled a penal code for phy-
gicians, and, in 1543, this was renamed an
“ethical code” (4). With the founding of the
American Medical Association in 1847, the
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1520 code of the Royal College was adopted.
The code stressed behavior and etiquette.
Revisions to the code were made in 1957
and 1980 (4). In 1948, the World Medical
Orgenization adopted the Declaration of
Geneva (4). The Nuremberg Code and the
Declaration of Helsinki followed and dealt
more specifically, however, with human ex-
perimentation {4). Despite a recent widen-
ing in 1975 of the scope of the Declaration
of Helsinki (12), it continues to focus on
responsibilities of the medicelly qualified
researcher,

In essence, the fundamental principles of
bioethics include four concepts (13-15): 1)
autonomy, which requires of professionals
a respect for individual rights and free-
doms; 2) beneficence, which requires that
professionals do good; 3) non-maleficence,
which requires of professionais that they
do no harm; and 4) justice, which requires

LEGISLATIVE CONTROL RELEGATION OF CONTROL
1 TO THE PROFESSIONS

LEGAL ENFORCEMENT SELF-REGULATION

RIGHT VS. WRONG
IN TERMS OF GENERAL
SOCIETAL VALUES

RIGHT V5. WRONG
IN TERMS OF
PROFESSIONAL VALUES

ENFORCEMENT BY ENFORCEMENT 8Y
LAWS AND THE « PEER REVIEW/PRESSURE
LEGISLATIVE « ETHICS GUIDELINES
PROCESS = CODES OF CONDUCT
« POWER TO AWARD AND
REMOVE THE LICENCE
TO PRACTICE
COURTS ASSOCIATIONS
PRISONS COLLEGES
FINES SOCIETIES
POLICE FORCE SELF-POLICING

FIGURE 1. The societal accordance of legislative
control versus the relegation of control to the profes-
sions.

of professionals a fair and equitable allo-
cation of resources without discrimination.

ETHICS IN THE PROFESSIONS

Many professional groups already have.
their own codes of ethics (3, 16). Medical
associations around the world constitute
one such example. Other examples in the
North American context include associa-
tions of microbiclogists, psychological as-
sociations, chemical societies, psychiatric
associations, electrical and electronics en-
gineering societies, societies for pharma-
ceutical therapeutics, and societies on
agpression research, to name but a few (3).
These professional organizations have af-
filiation with the American Association for
the Advancement of Science, which has an
active committee on scientific freedom and
responsibility (3, 16). In addition, there are
resource groups available to professional
bodies interested in developing codes of
ethics such as, for example, the Center for
the Study of Ethics in the Professions (3).

Recognizing the various types of training
received by epidemiologists, it becomes ev-
ident that many practicing epidemiologists
have never studied ethics, nor have they
ever subscribed to a code of ethical conduct.
The physician-trained epidemiologist, with
or without a Master’s or Ph.D. degree, may
have been exposed to some ethics teaching
in the undergraduate medical curriculum,
and will have subscribed to a code of ethics
pertaining to medical practice. However,
for the non-medically-trained epidemiolo-
gist whose background may be from soci-
ology, anthropology, philosophy, or the
like, the question of ethics is only possibly
referred to in these other programs that
produce practicing epidemiologists; cer-
tainly no code of ethics exists to which they
are expected to abide,

Only in nursing programs has ethics tra-
ditionally been more consistently taught
than in medical curricula. Despite physi-
cian or nurge epidemiologists having at one
time been subjected to aspects of ethics
training, any codes that exist for these
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professions tend to have a patient-care fo-
cus and are not directly relevant to popu-
lation-based research questions or to publie
health practice in general (2). Indeed, from
an economist’s view, “individualistic” eth-
ics have superceded “societal ethics”; it be-
comes important to recognize this contrast
in the interests of resolving questions of
equitable resource allocation (17).

ADVANCEMENT OF THE DISCIPLINE

Adherence to the scientific method pro-
vides the basis for the systematic advance-
ment of knowledge. The extent to which
epidemiologists can adhere to the scientific
method depends on their ability to approx-
imate experimental studies in the context
of human subjects. The less experimental
an epidemiologic study, the more open it
becomes to bias and hence to interpreta-
tional influences. Indeed, difficulties asso-
ciated with the interpretation of observa-
tional studies common in epidemiologic re-
search can be exploited to support
arguments for or against a given set of
findings,

Any deliberate misuse—as oppoesed to
the poor use—of science, tends to raise
questions of personal morality or integrity
as well as questions of scientific compe-
tence. The deliberate incorporation of
methodological deficiencies or systematic
error, respectively, in the design or conduct
of epidemiologic research—indeed, the use
of fraud or deceit in any aspect of science
(18-20)—would constitute immoral con-
duct. Questions of morality fall within the
jurisdiction of professional disciplinary
bodies where these exist, and also within
the judicial system. Non-premeditated
flaws would constitute poor science. The
responsibility for ensuring that the conduct
of poor science is minimized is first that of
teachers and supervisors of students in ep-
idemiology and second that of the peer
review system for the maintenance of
standards.

The maintenance of standards, despite
the foregoing, remains a function of the
ability and integrity of those charged with

ensuring the standards. Yet, epidemioio-
gists continue to allow themselves to be
placed, wittingly or unwittingly, in conflict
of interest situations. For example, in the
context of social anthropology, Fetterman
(21) has pointed to hazards of a researcher
undertaking contract research, i.e., acting
as an intermediary between informants
(subjects) and sponsors (the body funding
the research). Conflicting roles emerge
which confer many responsibilities on the
researcher (21). Any compliance on the
part of consultant reviewers, or contract
researchers, with the manipulation of sei-
ence to support vested interests falls within
the realm of ethical conduct, and may he
labelled “unethical”.

Since the science of epidemiology im-
pacts directly, for example, on the setting
of standards for the regulation of popula-
tion exposures to possibly hazardous sub-
stances, and hence on interpretations and
rulings in matters of law, epidemiologists
have a public responsibility perhaps even
more significant than that of other scien-
tists {22, 23).

EPIDEMIOLOGY AS A PROFESSION

Based on the foregoing and, in particular,
on a review of figure I, it becomes evident
that the only self-regulation among epide-
miologists is that imposed through peer
review. In fact, unlike other professional
groups, epidemiologists have no ethics
guidelines, no code of conduet, and there is
no organization or association among epi-
demiologists that has the power to disci-
pline or to award and remove the licence to
practice.

In defense of the lack of ethics guidelines
specific for epidemiology, a comparison
with the development of codes of ethics
among other professions is warranted. In
essence, codes of conduct were developed
initially among the more mature and long-
standing professions. Epidemiclogy, rela-
tively speaking, is at best in its adolescence:
a code of conduct may have to await the
attainment of greater maturity of the
profession. It is this author's view, however,
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that consideration should be given to ethics
guidelines now.

In the absence of adequate self-regula-
tion, epidemiologists may find themselves
placed in professionally undefined roles.
When an epidemiologist is asked, for ex-
ample, to serve as an expert witness in a
court of law, the epidemiologist enters the
court of law to provide a “professional/
expert opinion” as expected by the judiciary
which deems the professions to be self-
regulating (24, 25). In the absence of self-
regulation, however, what then is the epi-
demiologist masquerading as under this
scenario?

This commentary brings into the litera-
ture of mainstream epidemiology the need
for broad concern about professional ethies,
including concerns about conflicts of inter-
est, It encourages the development of guide-
lines, first promoted in 1984 (10, 26), to
forearm epidemiologists with the ability to
recognize, above all, the scientific, ethical,
moral, and legal implications of their work.

RECENT HISTORY OF ETHICS IN
EPIDEMIOLOGY

The first epidemiologists to address in a
profound way the issue of ethics in epide-
miology, particularly with regard to the sci-
entific method, were Susser (8) and Susser
et al. (9) in 1977 and 1978, respectively.
They dealt with problems regarding the
choice of research questions and design,
and the use of human subjects in research.
Their paper on ethics per se {9) was pub-
lished in the Annals of the American Acad-
emy of Political and Social Science. At that
same time, Gordis et al. (7) had addressed
the question of access to data, data privacy,
and the limitations imposed on epidemio-
logic research through inaccessibility to
data sources. Prior to this, various coun-
tries had legislated the need to protect data.
For example, in 1970, the State of Hessen,
Federal Republic of Germany, was the first
(27) to legislate data protection; the United
States enacted such legislation in 1974 (28).
In 1973, the British Medical Research
Council issued a statement on responsibil-

ity in the use of medical information for
research (29).

During 1980, various documents ex-
panded on and refined the developments
made through the 1970s (30-32). In the
United States, refinements were made in
1981 concerning the data systems of the
National Center for Health Statistics (33).
In Britain, the Data Protection Act of 1984
(34), was followed in 1985 by an update (35)
of the Medical Research Council's 1973
guidelines (29). By 1985, in the United
States, the privacy laws had been found to
be an impediment to the conduct of epide-
miologic research, resulting in a formal re-
port on the problems (36). Questions of
data privacy thus have been extensively
legislated in the United States, and respon-
sibilities of researchers in dealing with data
have been widely discussed.

In 1983, Stolley delivered to the Society
for Epidemiologic Research his presidential
plenary session remarks on the subject of
“Faith, Evidence and the Epidemiologist”
(37), subsequently published in the Journal
of Public Health Policy (38). Stolley drew
attention to scientific controversy involv-
ing epidemiologists over the past decade.
He pointed to an inability (or, was it more
an unwillingness?) on the part of epide-
miologists to synthesize available data
coming from all fields that bear on the
problem at hand; instead, Stolley noted,
they place extraordinary importance on
small defects in study designs. In referring
to the positive relation reported between
toxic shock syndrome and the use of highly
absorbent tampons, Stolley stated, “a group
of investigators, either acting independ-
ently or hired by the company, began a
kind of ‘witch-hunt’ for alleged bias and
confounding in order to challenge these
findings.” Stolley reflected, “Biases that
may be only postulated are somehow given
a reality before their actual existence is
even demonstrated” (38).

In 1982, Feinstein and Horwitz (39) pub-
lished in The New England Journal of Med-
icine a paper on “Double Standards, Sci-
entific Methods, and Epidemiologic Re-
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search” in which they appealed to
epicemiclogists to ensure in their design
(and in reporting research based on obser-
vational studies) that adequate techniques
are included to assist the person reviewing,
interpreting, and (especially) critiquing
studies to assess questions of validity. They
pointed to biases inherent in and difficult
to control in observational research pecu-
liar to epidemiologic study designs—as op-
posed to experimental research typical in,
say, toxicologic studies.

Interest group influences

Miles W. Lord (40), Judge of the United
States District Court for the District of
Minnesota, in a keynote address on corpo-
rate ethics and environmental polluticn,
pointed out that: “Corporations create 80
per cent of our gross national product.
They, of all entities working, have the most
potential for good or evil in our society”
(40). It is for this reason that many more
examples emerge that relate to the influ-
ence of corporations and “big business” on
epidemiologic practice. Of course, examples
also exist that demonstrate questionable
professional conduct among epidemiolo-
gists representing the constituencies of any
interest group. In the late 1970s, Epstein
(41), in his book, The Politics of Cancer,
exposed the role of scientific experts em-
ployed by industry “to advocate its position
in professional journals” and thereby delay
or prevent effective government regula-
tions. Epstein cited examples where epide-
miologists had adopted a pro-industry ad-
vocacy role in questions of occupational
exposure to asbestos, vinyl chloride, bis-
chloromethylether, saccharin, and other
chemicals, which then had been recently
accepted as being carcinogenie.

Clayson and Halpern (42} in 1983 drew
attention to the fact that in the United
States: “Corporations are buying into basic
laboratory science, toxicology, epidemiol-
ogy and other areas of public health ...
they ‘lease scholars.” These new genera-
tions of students, lured by the ample fellow-
ships, new programs and large research

grants, will rarely think twice about the
social and political implications of their
fascinating scientific work.” (More re-
cently, this sentiment was echoed in Brit-
ain (43).) Clayson and Halpern (42) pointed
out that, “Industry’s offensive against the
regulation of health and safety hazards uses
academics to downplay or deny the serious-
ness of the hazards ...”

As noted above, situations analogous to
those described by Epstein (41) and by
Clayson and Halpern (42) as typical of in-
dustrial apologists, apply equally readily in
perhaps every area of epidemiologic en-
deavor. Indeed, apologists or advocates can
be found in any activities involved with
policy questions—be they government,
granting agency, health agency, union, in-
dustry, academia, Royal Commissions, or
any possible policy-impacting body. In all
these areas, the risk exists of playing the
tune called by the piper.

Indeed, Rothman {44), in a satirical
thought piece, has cynically prognosticated
the decline of epidemiology through the last
two decades of the 20th century. He fore-
sees, due primarily to overregulation, a re-
duction in the academic base of the disci-
pline, with epidemiologists found mere
often “representing vested interests on one
side or another of the ever-controversial
issues” (44). Recognizing the vested inter-
est role of the epidemiologist requires a
parallel recognition of those human frail-
ties that do a disservice to and undermine
the profession. This awareness should en-
courage the compilation of a set of ethics
guidelines out of which a code of ethical
conduct eventually might emerge. For de-
veloping the guidelines, epidemiologists
from qll interest areas of application will
need to actively participate. In this way,
epidemiology more likely will rise rather
than decline in the status accorded to it by
society.

A recent example of profound govern-
mental bias relates to acquired immunode-
ficiency syndrome (AIDS) research (45,
46). Many governments have been slow to
respond adequately to the AIDS crisis and
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have been reluctant to fund such research.
Even more recently, governmental bias
against educational intervention demon-
stration and research programs has been
evident in the United States and Canada,
and such bias has been particularly marked
in certain African countries, despite advice
and appeals from epidemiologists in public
health.

An example where one branch of govern-
ment obstructed research recently was al-
leged by the National Institute for Occu-
pational Safety and Health against the US
Office of Management and Budget (47-49)
regarding a proposal to study the health
effects of video display terminals. This ex-
emplifies the lack of protection of any
group when vested interests lobby for their
own cause and have an impact on those in
decision-making positions.

Axelson and Hardell (50) in 1986 de-
scribed an experience in which they had
been invited to serve as expert witnesses
on an Australian Royal Commission ex-
amining the health effects of 2,4,5-T her-
bicide use on Australian veterans. This ex-
ample (see later under “Essential Debate”,
p. 13) served to demonstrate the suscepti-
bility of a Royal Commission to interest
group influences. It is only when actual
abuses of the science are brought to the
attention of their peers (51-54) that epi-
demiologists can become sensitive to the
issues of ethical conduct as professionals.
Two quotations serve to underscore this
point. “In our time, when science is being
employed most conspicuously as an adjunct
of politics and strategic national purposes,
a vacuum of internal values tends to he
invaded by prevailing external values” (55).
Therefore, “academically-based profession-
als must work to establish within their uni-
versities a code of ethics and public ac-
countability to expose and correct any con-
flict of interest resulting from industry
financing of research” (42),

In 1984, Hickey (56) complained that
numerous US Government agencies relied
on linear extrapolation from high- to low-
dose health effects, declaring this to be

29

“bogus ‘science’™. Such extrapolations, he
stated, “rely on opinion, not on science,” to
the possible detriment of the public health.
Hickey claimed that malpractice exists
when “there are subcultures of epidermiol-
ogists, physicians, administrators, and pol-
iticians who are not qualified to practice
biostatistics, but who, nevertheless, do
practice it.” A code of ethics for epidemiol-
ogists will need to address such concerns.

In 1985, this author (26} drew attention
to interconnections among epidemiologic
research, interest groups, and the review
process, in a paper published in the Journal
of Public Health Policy. An example was
given which suggested corporate subterfuge
because of alleged attempis by elements
within a corporation to ensure that the
results of an epidemiologic study (57)
should not be published. One lesson from
this experience is that epidemiologic con-
sultants paid to review the work of other
such consultants might serve science, eth-
ics, and the profession better if the purpose
of the review (or critique) is understood by
all those concerned. Producing a balanced
review with a summary that is comprehen-
sible to both epidemiologists and business
managers would be better than a technical
critique that points, for example, only to
potential biases (26).

A longstanding case of unethica) research
recently wag reported from Auckland, New
Zealand (58). An overzealous gynecologist
who had an academic appointment at the
major teaching hospital for women for more
than 20 years had denied state-of-the-art
treatment to a large series of patients with
carcinoma in situ of the cervix. The interest
of the “investigator” was in proving some
rigidly-held bias that to maintain fertility
was the proper (better?) course of treat-
ment. The influence of this clinician ex-
tended over generations of now graduated
trainees. Exposés of this type beg the ques-
tion “for every situation that is exposed,
how many lie hidden?” Being a clinical
investigator, the gynecologist in question
would have been bound by existing codes
of medical ethics. It does, however, raise



8 SOSKOLNE

additional questions about the review pro-
cess and journal editorial policy, in that
numerous manuscripts from this unethi-
cally conducted study had been successfully
published (58).

Euidence of support for ethics guidelines

Is there support among epidemiologists
for the proposal to establish ethics guide-
lines? It would appear so. In 1984, at the
Infernational Epidemiological Association
Meeting in Vancouver, British Columbia,
this author presented a paper titled, “Re-
search, Interest Groups, and the Review
Process” (10). So great was the support and
encouragement received from that presen-
tation, that a fuller embellishment of that
paper was published in June 1985, as noted
above (26).

In order to consider the question of how
much support exists among epidemiologists
for a set of ethics guidelines, early in 1985,
this idea was formally proposed to a group
of 34 epidemiologists in the upstate New
York/Southern Ontario region; 96 per cent
supported the idea to at least explore the
need for and development of a set of ethics
guidelines.

In June 1985, a proposal for a committee
to examine the need for ethics guidelines
wag presented to the Society for Epidemi-
ologic Research Annual Business Meeting
in Chapel Hill, North Carolina. It required
a two-thirds majority vote to be carried,
since the proposal had not been previously
circulated. It almost secured the required

(see Appendix) was presented at the Amer-
ican College of Epidemiology meeting. As
of September 1988, however, no word has
been received on the establishment of the
proposed committee; neither was an an-
nouncement of any such committee’s for-
mation and activities made to the member-
ship at the College’s 1986 meeting in New
Haven, nor at the 1987 meeting in New
Orleans. Given the recent creation of the
College, it may be that its directors would
prefer not to assume any appearance of
imposing criteria for self-regulation. Per-
haps the above facts support the earlier
impression of the adolescent stage of epi-
demiology as a profession in evolution.

A possible breakthrough for the more
formal discussion of ethics was made when
the Society for Epidemiologic Research Ex-
ecutive Committee resolved in June 1987
{0 create two committees to examine, re-
spectively: 1) conflicts of interest; and 2)
access to data by third parties. The Exec-
utive Committee, interested in moving with
deliberation and focus, had felt that it was
important to narrow the focus initially,
since ethics in general was seen to be too
broad and daunting a task. A symposium
on conflicts of interest then was to take
place in June 1988 at the Society’s annual
meeting in Vancouver, Canada. It is note-
worthy that the said committee neverthe-
less saw fit to broaden its mandate. A plen-
ary session on “Ethical problems of epide-
miologists” (Chair: Dr. Paul D. Stolley)
took place at the annual meeting.

While the Society for Epidemiologic Re-

majority, but failed marginally, perhaps be- \search’s committee on conflicts of interest

cause some members felt that a code was
being proposed to stifle eriticism (59). This
was not so: no code should inhibit seientific
criticism.

Later in 1985, at the American College
of Epidemiology Business Meeting in Santa
Monica, the College’s incoming president,
Dr. Lewis Kuller, agreed, after a large ma-
Jority vote among delegates present, to cre-
ate an ethics committee. An analogous pro-
posal to that presented to the Society for
Epidemiologic Research and that had failed

was being formed, a real breakthrough took
place at the International Epidemiological
Association’s three-yearly Scientific Meet

ing in Helsinki, Finland in August 1987,
First, a session on ethics was held. One of
five papers dealt specifically with the ques-
tion of a code of ethics for epidemiologists
(60). Second, the Council of the Association
undertook, over the subsequent three years,
to formulate a draft set of ethics guidelines
and present them for discussion at the next
Association meeting scheduled for 1990,
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This activity is in process under the stew-
ardship of Dr. John M. Last.

WHY ETHICS GUIDELINES ARE NEEDED

Gordis (61) has stressed the need for
creativity among epidemiologists as heing
the most important challenge over the next
decade. He states that epidemiologists
should be willing to tolerate the unorthodox
and take risks with new ideas, and believes
there is a danger that excessive methodo-
logical criticism could stifle creative re-
search. Have creative approaches in the
past indeed provided the “witch-hunt”-in-
clined with their ammunition t0 undermine
the credibility of studies so that they should
never see the light of day—and, thus, never
be subjected to broader review and discus-
sion? With such a threat, creativity well
could be stifled.

It is clear that the “right” and “wrong”
in epidemiology is not always “black” and
“white” and that the “dos” and “don’ts” of
epidemiology also are not clearcut. As far
back as 1950, Pigman and Carmichael {62)
suggested “an ethical code for scientists,”
recognizing the “big business” nature in-
herent in modern science. Epidemiology is
a relatively new and important science, and
there is no doubt about the special interests
of growing numbers of groups in specific
types of research and in the interpretation
of evidence that the research generates.
The potential for conflict-of-interest situ-
ations is great and, directly or indirectly,
the epidemiologist is involved.

In 1984, Baram (63), in an article on the
corporate management of health risks,
wrote that “no panaceas are at hand for
corporate health professionais” {including
epidemiologists) who need to infuse the risk
assessment decision-making process with a
strong sense of “personal and professional
ethics,” How can this be achieved in the
absence of any documented ethics guide-
lines for epidemiologists? Professions tend
to be self-regulating and self-regulation
cannot be achieved satisfactorily in the ab-
sence of documented guidelines. Epide-
miology, as with other branches of science,

has its own special requirements for ethics
guidelines or a code of ethics. The peculiar
population-based focus of epidemiology
makes its needs distinct.

Process needs

In developing guidelines, vigorous debate
to sensitize and educate epidemiologists
worldwide must occur. All epidemiologists
should have the opportunity to provide in-
put, whatever their application area, to the
development of a professional code.

Ongoing and vigorous discourse is en-
couraged to heighten awareness of issues
and situations that are faced by practition-
ers of epidemioclogy. Such discourse should
serve to sensitize epidemiologists and their
students to the issues; it should imbue them
with a set of values based on the pursuit of
truth, independent of any vested interests.
It is proposed that by such action, the cred-
ibility and professional status of the disci-
pline will be enhanced; the advancement of
both epidemiologic knowledge and the sci-
ence itself will be more assured.

WHAT A CODE MIGHT INCLUDE

It took six years (1979-1985) for the In-
ternational Statistical Institute to develop
and adopt its “Declaration on Professional
Ethics” (64). This international declaration
specifically was intended to enable the stat-
istician’s individual ethical judgments and
decisions to be informed by shared values
and experience, rather than to be imposed
by the profession. The declaration there-
fore sought to document widely-held prin-
ciples of statistical enquiry and to identify
the factors that obstruct their implemen-
tation. Hence, this international body’s
declaration is to provide guidance rather
than regulation, and is to promote knowl-
edge and interest in professional ethics
among statisticians worldwide.

Since there are many equivalents be-
tween the practice of statistics and the
practice of epidemiology, it might be pru-
dent, in the interests of expediting the de-
velopment of a set of professional ethics
guidelines for epidemiologists, to scrutinize
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the International Statistical Institute’s ex-
perience in this regard. Since the closest
disciplinary analogue to epidemiology could
be said to be the methodological principles
of statistics, the experience of that organi-
zation might serve as a model that epide-
miologists could adapt to their own specific
needs.

The International Statistical Institute
declaration comprises four major cate-
gories: 1) obligations to society, including
being mindful of conflicting interests, wid-
ening the scope of the discipline, and pur-
suing objectivity; 2) obligations to funders
and employers, including clarification of ob-
ligations and roles, assessing alternatives
impartially, not pre-empting outcomes, and
guarding privileged information; 3) obliga-
tions to colleagues, including maintaining
confidence in the discipline, exposing and
reviewing methods and findings, and com-
municating ethical principles; and 4) obli-
gations to human subjects, including the
avoidance of undue intrusion, obtaining in-
formed consent, modifications to informed
consent, protecting the interests of sub-
jects, maintaining confidentiality of rec-
ords, and inhibiting the disclosure of ident-
ities (64). These major content areas are
clearly also directly relevant in the practice
of epidemiology.

The schematic adepted by the Interna-
tional Statistical Institute is consistent
with that recommended by the American
Association for the Advancement of Sci-
ence’s Professional Ethics Project (3). This
should not be surprising, in part because
the American Statistical Association is af-
filiated with the American Association for
the Advancement of Science. Because at
present no epidemiologie group is so affili-
ated, consideration might be given to the
benefits of affiliation by epidemiologic or-
ganizations. Such affiliation could assist
epidemiologists in achieving par with the
other professions in North America in
terms of professional ethics development.

For an epidemiologic declaration, how-
ever, content areas specific to the nature of
epidemiologic practice likely will be needed,

in addition to those areas common to other
professions. These might include: 1) the
choice of research questions; 2) access to
data; 3) the advocacy and expert witness
roles; 4) the duty to inform subjects of a
study’s findings; and 5) ensuring that the
list of questions included in the Appendix
is addressed by any guidelines.

The question of deciding whether or not
to publish the findings of a study has been
discussed by Shapiro (65). The publication
of medical research in general has been
discussed by others (66, 67).

In Britain, the Medical Research Council
set out its views on the conditions under
which information about identified pa-
tients may be obtained and used for re-
search (29). This statement recently was
revised (35) to protect confidential personal
information. Hence, two themes are ad-
dressed: 1) “a concern to avoid causing
harm or distress to any individual or his
family”; and 2) “a concern to respect the
doctor/patient relationship”. Such guide-
lines could be helpful in the pursuit of
guidelines specific for epidemiologists.

A number of papers have discussed the
proper conduct of epidemiologic research
(39, 68, 69), while others have discussed
institutional review boards (70-74) and the
impact of overregulation on epidemiologic
investigation (44, 70, 71), confidentiality (7,
11, 31, 32, 36), the more recent questions
of access to existing data (75-77) and/or of
recontacting subjects (78), and questions of
authorship, editorship, the review process,
and publication (65-67, 74). All of these
contributions to epidemiologic thought and
practice provide a partial basis from which
an encompassing set of ethics guidelines for
epidemiologists could be developed.

Ethical dilemmas have been raised in the
areas of primary prevention, public health,
and health promotion by Lappé (2) and by
Last (79), and in two texts edited by Doxi-
adis (80, 81). Others have addreszed partic-
ular aspects in terms of the principles of
autonomy (82, 83), paternalism (84), social
justice (85, 86), the protection of privacy
{85-87), the problem of conflicting loyalties
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(86}, and the question of mores and values
in the context of education needed to con-
tain the spread of human immunodefi-
ciency virus (HIV), the putative cause of
AIDS (79, 88).

Large-scale interventions have been ad-
dressed by Weed (89) in the context of
chemoprevention trials, which can be as-
sociated with untoward side-effects. Weed
recommended that agreements to restore to
health and to make adequate financial
awards to harmed subjects be incorporated
into the consent document. Such concerns
for review boards and researchers can be
extended to any mass intervention and to
epidemiologic practice in general, including
vaccination and screening programs. In the
latter situations, government epidemiolo-
gists may have a significant role to play in
ensuring analogous compensation to people
harmed through mass intervention pro-
grams.

Skrabanek (90, 91) argues from the pub-
lic health practice perspective that epide-
miclogists must limit themselves to inform-
ing the public, and he maintains that: “they
have no right to tel! people what they should
do. If they start advising government on
‘population measures,’ they declare them-
selves as agents of social control, they be-
come preventionists for whom the interests
of the state override the interest of the
individual” These concerns have relevance
also to workplace health promotion (86,
92), and could be in conflict with the econ-
omist’s view (17) of “societal ethics”.

Most recently, Weed et al. (93) examined
an ethical dilemma central to epidemiology
in asking the question, “Must epidemiolo-
gists await the discovery of biologic expla-
nations of interaction before using ob-
served statistical interactions for the public
health?” Weed and Trock (94) provide part
of the answer to this dilemma by showing
that neither the additive nor the multiplic-
ative models represent a reasonable thresh-
old level for public health application of
causal interaction or of preventive inter-
action, respectively. Clearly, further discus-
sion is needed to clarify the epidemiolo-

gist’s role in, and appropriate ethical re-
sponses to dilemmas posed by direct
involvements in public health.

In addressing the role of epidemiologists
as reviewers in criticizing a piece of work,
two definitions for the word “criticize” war-
rant consideration: 1) “to consider the mer-
its and demerits of and judge accordingly:
evaluate” (6); and 2) “to stress the faults
of” (6). It is the first of these two definitions
that this author encourages epidemiologists
to adopt in providing eritiques.

Four further points that then might be
considered for inclusion in a set of ethics
guidelines, specifically pertaining to the
consultant role of epidemiologists, are: 1)
be aware of the use to which a critique is to
be put; 2) provide some balance in the
critique by identifying both strengths and
weaknesses of the study under review; 3)
explore as part of any critique the basis and
possible direction of any bias that may be
postulated; and 4) provide a definitive sum-
mary of the critique within a general epi-
demiologic perspective, relating the critique
to the results of the study under review.
The summary should be comprehensi-
ble to business managers who may be the
initiators of consultant reviews and who
have the responsibility of translating sci-
entific recommendations into policy and
practical action. Secientists who assume
that their work is not open to abuse by
those with special interests are naive. A
definitive summary statement may reduce
the likelihood of managers being selective
in their interpretation from among the sci-
entific detail forming the bulk of a consult-
ant’s critique.

The vain attempts for over 40 years in
the International Statistical Institute to
codify the statisticians’ professional ethics
are described by Jowell (95) in a way that
could help epidemiologists aveid significant
delays in their own ethics deliberations.
The American Statistical Association’s in-
fluence on the Institute’s deliberations, to-
gether with their own regionalized debate
that has not yet been concluded (95-97),
provide a lesson for how regional epidemi-
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ologic organizations may choose to proceed
in relation to the International Epidemio-
logical Association’s movement toward de-
veloping a set of ethics guidelines for epide-
miologists. As the International Statistical
Institute did, epidemiologists may do well
to devise a code that serves an educational
function rather than producing a code that
attempts to regulate the profession.

The authors responsible for drafting or
for contributing to a set of ethics guidelines
would do well not only to examine the
relevant experiences of those professions
mentioned throughout this commentary,
but also to examine the experiences of as
many other professions as possible. For
example, the experience of a cancer hospi-
tal (98), the World Health Organization’s
guidelines on studies in environmental ep-
idemiology (99), the guidelines to the code
of practice of the Canadian Health Record
Association {100), and an examination of
say, the code of ethics of the Canadian
Medical Association (101} could contribute
to the necessary thinking among epide-
miclogists if a set of guidelines is the goal.
In addition, the services of a professional
ethics group could assist in the process.

RISKS IN THE ABSENCE OF A CODE

In the absence of ethics guidelines, a
disservice to epidemiology could arise in at
least four ways: 1) methodological innova-
tion will be discouraged for fear of provid-
ing sponsors with arguments which could
be used to attack or defend future findings;
9) the credibility of epidemioclogists may he
diminished if opinions favored by an inter-
est group are seen to be purchasable; 3) no
framework or basis exists within or against
which to develop ethics curricula, so nee-
essary in epidemiologic teaching programs;
and 4) the professional status of epidemiol-
ogy could be guestioned and/or under-
mined.

ADVANTAGES OF A CODE

In the presence of ethics guidelines, em-
ployers of epidemiologists (regardless of

their constituency) can be informed of the
professional basis on which the epidemiol-
ogist conducts him/herself, minimizing the
risk of competing loyalties. Employer ex-
pectations, particularly in relation to the
ethic of beneficence, then may be more
inclined toward reasonableness, especially
when one recognizes that this ethic must
be interpreted as “doing good” for the com-
mon good rather than “doing good” for the
employer's short-term gain. In addition,
when actions, inconsistent with profes-
sional ethics, are expected of an epidemiol-
ogist, the employee then can bring the
professional code to the attention of the
employer. If needed, the professional orga-
nizations could be called upon to mediate,
to provide support, and/or to provide guid-
ance in difficult situations.

Indeed, the utility of a written code for
epidemiologists is great. In addition to the
above uges, documented guidelines also
could serve for posterity, a hallmark of
civilization; for teaching purposes and as a
framework within and around which to de-
bate the issues; as a benchmark in the
evolution of the discipline; as a guide to
which to adhere in everyday practice and
to turn to in times of uncertainty; to dem-
onstrate the maturity of epidemiology as a
profession; to support the professional sta-
tus of epidemiology; to minimize risks of
infringements that could be damaging to
the advancement of knowledge; to enhance
the credibility of the profession; as a basis
for self-regulation and hence to legitimize
its professional status; and as evidence for
state-of-the-art conduct in cases brought
before the courts for questions of profes-
sional competence (102).

ESSENTIAL DEBATE

The debate on ethics in epidemioclogy is
well-started. Coye (103) has published a set
of operational guidelines {(or ethical prin-
ciples) to form the basis for an ethics code
for occupational medicine research and for
review and approval of research projects.
These codes embrace the need to commu-
nicate research plans and results of re-
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search studies to the worker populations
that form the basis of such studies.

Goldsmith and Israeli (104), in a paper
on ethical problems in occupational epide-
miology, stress the need for open debate of
the issues and conflicts facing occupational
epidemiclogists, rather than the need for
ethics guidelines per se. Certainly, ongoing
discussion is essential,

As noted earlier, in 1986, Axelson and
Hardell (50) brought to the attention of
epidemiologists the blatant disregard not
only for unwritten, but generally accepted
ethical standards, but also to the question-
able morality of those involved in misquot-
ing, distorting, plagiarizing, and falsifying
data to suit their own ends. The need for
ethics guidelines indeed has been raised and
discussed since 1984 at numerous scientific
sessions and business meetings.

Most recently, Hessel and Fourie (105)
have contributed to the ethics debate with
their ideas on a code of ethics for epide-
miologists practicing in Southern Africa.

RECOMMENDATIONS AND CONCLUSIONS

Epidemiologists have been invited to for-
mulate their own experiences regarding
ethical conduct, and to use the Epidemiol-
ogy Monitor as the best available medium
at present to promote understanding of the
subtleties and incentives in issues covering
the broad range of epidemiologic endeavor.
In this way, the appeal of O'Berg (106) that
“we each need to examine our motives and
guard against letting them drive us” will
gain permanence in the day-to-day funec-
tioning of epidemiologists.

A catalogue of questions that a code of
ethical conduct might serve to address was
presented to the 1985 American College of
Epidemiology Meeting and it appears in the
Appendix. The questions catalogued in the
Appendix require that responses to them
be developed. Should these responses be
developed individually, through the Col-
lege, the International Epidemiological As-
sociation, the Society for Epidemiologic
Research, and/or other regional/national
epidemiologic associations/societies? The

optimum might be for all interested groups
of epidemiologists to act together in this
regard.

Corbett {107) has stated, “Essences of
right and wrong can be hard to calibrate,
hard to determine. However, there is a
gauge that not only evokes the best in hu-
man spirit, but is as practical as any ethical
gauge can be. It is called the Golden Rule,
Essentially, it tells us to treat others as we
would want them to treat us or our loved
ones. It tells us not only to do our level
best, but also to assert ourselves if we find
someone else who has done ill.”

In conclusion, a quote from Yoder {108)
succinetly expresses the sentiments of this
paper: “Any group that calls itself profes-
sional must be concerned with ethics and
must attempt to define ethical conduct for
the group.” It is with such conviction that
epidemiologists might be motivated to de-
velop for themselves a set of professional
ethics guidelines as a basis for a possible,
duly documented, code of ethical conduet.
Professional self-regulation would presup-
pose the existence of such a code.
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Text of motion submitted by the author to the American College of Epidemiology (ACE) Annual Business
Meeting, Santa Monica, CA, September 20, 1985.

Re: Establishment of a committee to explore the need for ethies guidelines for epidemiologists

Anecdotes abound of questionable ethical conduct involving epidemiologists. Such experiences may be
occurring with greater frequency and with increased severity. Historically, the relatively few practicing scientists
that existed had cultivated a code of professional tradition and ethics, largely in unwritten form, to advance
their disciplines, Today, there are greater numbers of scientists having more complex interrelationships with
government, industry and society than had existed previously. Opportunity for infringement of unwritten codes
thus continues to grow. Since the late 1670s, some scientific disciplines have developed codes of ethical conduct

specific to their needs. Others are developing codes.

about developing such a code if so indicated.

It is proposed that epidemtologists now consider the need for a formal code of ethical conduct and then set

Successful development may require joint participation of existing epidemiological societies, associations,

gections and groups {national and international) as well as the American College of Epidemiology.

NOTING THAT: )
There has been a call for a code of ethical ¢conduct for epidemiologists;
No code of ethical conduct or set of ethics guidelines exists that has relevance to epidemiologists from either

1
2,

.

[=>3

a science and/or a medicine background;

. No code should be developed that restricts scientific criticism;
. Students are rarely exposed in: their epidemiology programs to a course on ethics;
. The effects of disregard for those scientific traditions based largely on unwritten ethical standards can have

a profoundly negative effect on the advancement of science;

. Since the late 1970s, numerous affiliated societies and academies of the American Association for the

Advancement of Science (AAAS) have seen fit to work jointly in developing codes of ethical conduct specific

to their respective branches of science;

The AAAS itself addresses ¢thical problems related to science and technology which cut across disciplinary

lines;
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8. Each AAAS-a!'ﬁhated s0clety and academ
Yy of science acts mdependentl both i QW Spec
y Y n tts n ialist field

9. Areas of current concern to epidemiologists include the need for guidelines on how epidemiologists might

respond:
a} to serving as expert witnesses in courts of law;
b) to mterest_group pressure for a desired interpretation of epidemiologic findings;
c) to the. media’s need for information, the public’s right to know, and the epidemiologist's rigk of being
pe::celved as lobbying for research funding;
d) to interacting with Institutional Review Boards;
e) to the e-stabllahment of steering committees involving joint participation of unions, management,
academics and any other relevant group; '
i} te conflict of interest allegations;
g to funding needs and limitations from any source;
h) to any hm:l:.ations imposed on the epidemiologist’s autonomy and/for academic freedom by any
agency/funding source;
i) to review committees, whose composition is exclusively of i i i
; s, ly of people whose philosophic approach is
. knowx.l to be diametrically opposed (or at best indifferent) to the approach under review;
» to reviewers known to be both ignorant and/or inexperi d on the subject matter under review, or
to requests to serve on review panels on topics that the epidemiologi Kk i ,
t pidemiologist knows h 1
ignorant and/or inexperienced in; ¢ v himselifbersell o be
k) to demands of management that require the withholding of eriticism provided by consultants from
the colleague whose work is being critiqued;
) to the pressure to publish;
m) to demands or pressures or inducements to conduct or continue stud i i
s udies with the
that statistical power is inadequate; prior knovledge
n) to pressure to conduct research with inadequate funding;
o) to pressure to conduct & “token” study so that the funding body can be seen to be active in an area
. knowu_-xg that, at best, equivocal results only will be found; '
p)‘ to fala.lf‘icano-n of -ewde.mce as presented before Royal, Congressional or other Commissions;
=1} to political d:fectwes issued by the Office of Management and Budget to amend studies rendering
. them of qustwnable scientific usefulness (see points m) and o) above);
r) u)) r.}';e re)qunrement for the pooling of resources between public bodies and interest groups (see point
¢} above);
5)* to the need to engender communit ji
t ¥ support and the confidence of human sub; i
participation in research; pects for ther
. B .
t) t,o. the. n:ole. of epidemiologists in promoting not only public health, but of social awareness (e.¢.
minorities in most exposed jobs); b
u): to the use of ethics for other purposes, such as political posturing;
v) i to the use of .subp_oena or other legal manceuvres through study populations:
w) r.o E:;;he obligation, if any, to inform cohort subjects of study results that may modify individual disease
TI8K;
x)**  to ethics committ?es (IRBs) who, in the absence of the mandate and/or the scientific expertise
" assess metl.xodt_:loglc aspects of a research proposal as a part of the “ethics review”; '
y;"‘ :z ::e pulz:lcanon of papers based on unethically conducted research;
z, e need for collective informed consent (e. g-, union, headman/chief, com i i
| ed for . B X s munit;
prior to individual informed consent; B
LE .
aa}*** to the need to protect the interests of a study population (e.g., oppressed or stigmatized groups such
ag, for t.axample:, S?uth African blacks, or homosexual men} from governmental manipulation or
e:z;\iomlc exploitation that could arise as a consequence of information published from epidemiologic
studies;
bb)}*** to the pressure from salaries and promotions comumittees to publish research papers in international

prestige journals, against the knowledge that pubiication in local j i i
Ige Jo » Journals will be more |
practical impact on questions of health policy. ore lely to have

1986,

** These points arose ftom discussions at th rnational Epidemiologi
August 8-13, 1087, rons . the Inte et

* These points arose from the paper presented by Dr, Axelson and questions from the floor, Los Angeles, CA, September,

iation Meeting in Helsinki, Finland,

sen : B N
‘These points arose from a seminar given in the Department of Community Health, University of the Witwatersrand,

Johannesburg, South Africa, March 24, 1988,
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BE IT RESOLVED THAT:

The ACE establish a committee to explore the need for ethics guidelines for epidemiologists.

Suggested Ethics Committee Interim Mandate:

. The Committee encourage the joint participation o
. The Committee investigate those codes of conduct alrea

. The Committee explore the possibility of affiliation of the ACE with t|

. The Committee should identify resource groups suc
. The Committee could prepare a report with recommendations to the ACE membersh

The Committee define its own terms of reference and objectives to include possibly the following:
f epidemiologists from all areas of epidemiologic endeavor,;

dy developed by AAAS-affiliated societies and

esirability of such an approach for epidemiologists;

academies and consider the d
he AAAS and examine any potential

advantages and disadvantages of such affiliation;
h as the Center for the Study of Ethics in the Professions;

ip before the 1986

h should be contained in the final program mailing. The report should include the

Business meeting whic
n beyond its initial year of operation.

Committee’s defined mandate should it recommend its continuatio

. Any new terms or amendments as the Committee may determine from time to time.
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