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ABSTRACT
The Global Workshop on Drug Information Systems: Activities, Methods and

Future Opportunities, held in Vienna from 3 to 5 December 2001, highlighted the
need for an ethical framework for drug epidemiology. The present article suggests
some first steps that could be taken towards developing such a framework by iden-
tifying some of the key issues for consideration. The scope of drug epidemiology is
defined and attention is drawn to the current dearth of scholarship and lack of spe-
cific guidelines on the ethical issues raised by such research. The importance of ethics
in drug epidemiology is explained and it is argued that a guiding framework would be
helpful in promoting an understanding of some of the prominent ethical challenges in
this field (for example, obtaining free and informed consent to participation, the use
of inducements to recruit subjects, the protection of interviewees from violations of
privacy and the risk of prosecution, and the safety of field research staff). The tra-
ditional principles of biomedical ethics are outlined and their limitations in enabling
an understanding of ethical issues in drug epidemiology are considered. The utility of
practical case-based approaches to ethical analysis is also discussed. The article con-
cludes with broad recommendations for an ethical framework for drug epidemiology
that can be refined in further discussion on those important issues.
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Introduction

The idea for the present article grew from the first author’s participation in the
Global Workshop on Drug Information Systems: Activities, Methods and Future
Opportunities, organized by the United Nations International Drug Control
Programme and held in Vienna from 3 to 5 December 2001. The purpose of the
workshop was to discuss global trends in illicit drug use and to reflect on the
utility of epidemiological methods in monitoring such trends. At the workshop
some common practical challenges of drug epidemiology research were high-
lighted, such as issues of study design, subject recruitment, data collection and
analysis, reporting, the secondary uses of data, many of which raised ethical chal-
lenges, or at least signalled issues that ought to be the subject of explicit ethical
analysis.

At the workshop it became clear that there was currently no ethical framework
to guide investigators in planning and conducting epidemiological studies of illic-
it drug use or to assist ethics committees and funding bodies in appraising
research proposals and identifying ways to resolve those issues. The purpose of the
present article, therefore, is to discuss some of the first steps that could be taken
towards developing such a framework.

Public health, epidemiology and ethics

The mortality and morbidity associated with the misuse of alcohol and illicit drugs
represent a significant challenge to public health [1, 2]. A key feature of the
modern public health response to such drug problems has been the use of epi-
demiological research methods to define at-risk populations, identify opportuni-
ties for intervention and evaluate the effects of different policies.

A consensus has slowly emerged that epidemiological research raises a unique
set of ethical challenges [3-5], including questions of data-sharing, confidentiality,
privacy and the role of epidemiology in public health advocacy. Although a num-
ber of ethics guidelines have been proposed for epidemiologists, the thinking on
the ethics of epidemiology is still in its infancy and little attention has been given
to defining its core values [5].

More generally, there is a lack of ethics literacy in the public health field 
[6-8] and no agreed framework in public health for analysing ethical dilemmas [9].
There is a similar scarcity of critical discussion of either the ethical underpinnings
of addiction research or how to deal with its day-to-day ethical challenges [10]. In
addition, the increasing application of drug information systems and rapid assess-
ment methods to the study of drug epidemiology has occurred in a theoretical
vacuum [11]. A salient example of this lack of analysis has been the failure to
develop an ethical framework for drug epidemiology.

The boundaries of epidemiological research on drug addiction are not sharply
defined. Drug epidemiology includes surveys of patterns of licit and illicit drug use
in the community that define populations at risk [12]. It also encompasses longi-
tudinal studies of the personal and social factors that predict the course of drug
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use [12, 13]. Drug epidemiology also includes studies of the prevalence and
correlates of drug dependence in the general population using standardized diag-
nostic interviews [14]. Observational studies of treated populations are also
employed to examine rates of mortality, morbidity and abstinence among drug-
dependent persons [15].

Ethical challenges in drug epidemiology

In many developed countries, there are institutional research ethics committees
that oversee the ethical conduct of human research. These committees typically
apply broad ethical principles in advising on the ethical conduct of biomedical,
clinical and social research. There are reasonable concerns about the applicability
of such principles and standards to new and emerging specialized fields of
research, such as drug epidemiology. General ethical principles often fail to pro-
vide specific guidance in dealing with the complexities and ambiguities of ethical
challenges that arise in everyday practice [16]. There are also questions about how
such standards and guidelines, which have been developed in a specific cultural
context, may be applied in developing countries that may have either very differ-
ent or no research traditions and may not have an established institutional ethics
committee system.

Epidemiological research on drug addiction exemplifies many of these con-
cerns. The present article includes an examination of some of the major challenges
in drug epidemiology that also have important ethical aspects. Many of these
ethical challenges remain unresolved, leaving open the possibility of serious
ethical breaches.

Free and informed consent

The adequacy of informed consent is commonly assessed in terms of the level of
information provided to participants about research procedures, risks, benefits
and safeguards; the types of information delivery when literacy levels and pre-
ferred communication modes are considered; the opportunities for participants to
voice concerns and ask questions; the extent to which consent is free from duress,
undue influence or intimidation; and who provides consent in accordance with
local traditions.

Free and informed consent to participate in epidemiological research does not
present any special problems for adults who can understand the nature of their
participation and can freely decide whether or not they wish to participate. It
presents more of an ethical issue for epidemiological studies of adolescents; such
studies are increasingly being conducted because adolescence is when drug use
often begins [17]. The participation of adolescents in any form of research usual-
ly requires parental consent and adolescent assent [4]. Obtaining such consent
can be cumbersome in school-based surveys of drug use, which are an efficient
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way of doing surveys of drug use. Low response rates and the underrepresentation
of minority groups have prompted researchers to use a method of “passive
parental consent”, in which parents are informed that a survey is to be done 
in a circular that invites them to object to their child’s participation. It is then
assumed that the absence of parental objection means that the child can be
included in school surveys. This approach requires more ethical justification and
discussion.

The issue of informed consent also arises in the case of research involving
participants who may be intoxicated, or who may have a psychiatric condition
requiring medication [18]. There has been little discussion in the addictions
literature of the implications for consent, autonomy and voluntariness of recruit-
ing intoxicated persons for drug research. Few records are kept as to the intoxi-
cated state of research participants in drug epidemiology studies, though we note
from experience that it is not unusual in illicit drug research for a small propor-
tion of participants to be intoxicated to some degree at interview. The College on
Problems of Drug Dependence based in the United States of America, has sug-
gested that informed consent should not be obtained when prospective partici-
pants are intoxicated, in withdrawal or cognitively impaired [19]. However, it is
unclear how these states may be reliably determined. Some important ethical
questions to be explored are whether intoxication should be an absolute exclusion
criterion, how participants who are intoxicated but lucid should be dealt with, how
researchers should judge the extent of impairment and how reliable such judge-
ments would be.

The payment of research participants may also raise issues of consent in
studies of drug users. In Australia, for example, it has been common practice since
1984 for drug researchers to provide monetary payment to drug users who parti-
cipate in research interviews. It has proved to be a successful way of recruiting
illicit drug users for a variety of studies. It is also standard practice in drug
research in the United States [19]. While the bioethics literature has explored the
ethics of paying research participants [20-23], it has not yet considered the special
issues that exist in relation to reimbursing drug users for research involvement.
Critics of the practice are concerned that cash payments could serve as an induce-
ment and be used by drug users to buy drugs [17]. Non-cash reimbursement has
been suggested as more appropriate for this group. Advocates of cash payment
claim that payment for research participation is an ethical practice, as it reflects
the ethical principles of respect and dignity [20, 24], and that non-cash methods
may reflect negative drug user stereotypes (“they only participate in research for
the money”) and a paternalistic view of the capacity and rights of users to make
their own choices. That issue is controversial and remains unresolved in the drug
research setting. Issues requiring further attention include the suitability of vari-
ous ethical frameworks for understanding research participant motivation; the rel-
ative weight placed upon various motivators for determining research involvement;
definitions of inducement; the quantification of the value of time and out-of-pock-
et expenses; the mechanisms for reimbursement; and analysis of the risks and
harm that may arise from reimbursement practices.
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Confidentiality, privacy and legal hazard

Protecting the privacy of participants and the confidentiality of the information
that they provide is critical in drug epidemiological research. The use of certain
drugs, such as cannabis, cocaine and heroin, is illegal, as is the use of alcohol by
persons who are under the minimum legal drinking age. Drug use surveys may
also ask about other illegal acts, such as driving while intoxicated, selling illegal
drugs or engaging in theft, fraud or violence to finance drug use. If such data were
linked to individuals and provided to the police, criminal charges could be
brought. In the United States, certificates of confidentiality, which provide sub-
jects with an assurance that this will not happen, can be obtained by researchers.
The situation in most other countries is much less clear [25, 26].

Assuring the confidentiality of information is less of a problem when data are
collected in a single cross-sectional interview and no information identifying sub-
jects, such as their names, is obtained. Confidentiality may become much more of
an issue in longitudinal studies, during which multiple contact details may be col-
lected to allow individuals to be contacted again for additional interviews.
Standard precautions are to store separately and securely names and identifiers
and the survey data. This could become a major issue if biological samples from
which deoxyribonucleic acid (DNA) samples can be derived (blood, for example)
were taken. Such a DNA sample would provide a unique identifier for all individ-
uals (except identical twins) that could, if linked with questionnaire or interview
data, permit named persons to be linked to self-reported illegal acts. Special legal
protection and research precautions would be necessary to protect privacy in such
cases. The implications for drug epidemiology of recent changes to health privacy
and data protection legislation in a number of jurisdictions will require careful
monitoring [27].

Safety issues

Interviews with illicit drug users are often thought of as potentially dangerous
[28]. In order to protect the confidentiality of participants when conducting face-
to-face survey work with illicit drug users in the field, interviews are often con-
ducted in settings that are out of the public view. Interviews may be held outside
of normal business hours, at night, at the participant’s residence, in settings
where researcher safety cannot necessarily be guaranteed. In drug research, topics
of enquiry are often sensitive and may cause feelings of anxiety and discomfort for
participants. The issue of safety arises in connection with interview locations and
timing; interview content; the level of support, backup and researcher training; the
response to crises that require confidentiality to be broken; and the carrying of
valuable personal and research items. Safety is a concern for the researcher, the
participant and third parties. Although broad safety protocols for social research
are starting to emerge [29-31], they may need to be adapted for use in drug
epidemiology.
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Other challenges

Another issue is the practice of integrating questions (“piggy-backing”) on certain
aspects of illicit drug abuse into studies designed for other purposes. This
approach may be indicated where more in-depth research is neither feasible nor
funded and where investigators are seeking to minimize the burden of similar stud-
ies on particular target groups. However, experience suggests that there are often
trade-offs to such an approach [31]. Careful consideration should be given to
issues such as the likely impact on reliability and validity of reports obtained from
participants; researcher training; the potential for confusion created around
informed consent and confidentiality assurances for qualitatively different studies;
and the ethicality of participant payment if reimbursement is for multiple studies.

Ethical concerns also arise in connection with the use of the findings of drug
epidemiological research to inform policy development and decision-making.
Given the varying degrees of empirical uncertainty, the values that underpin the
choice of research topics and the utilization of findings have ethical implications
that should be explored [7].

Challenges for drug epidemiological research 
in developing countries

Recent discussion has highlighted the ethical challenges posed by conducting
comparative epidemiological studies of drug use across different cultures [3, 4],
particularly in developing countries that have no research tradition. This work,
which is still in its infancy, needs to be given priority. In addition to the applica-
tion of broad bioethical principles, a focus on the significant practical challenges
that exist for drug epidemiology research in developing countries may highlight
issues that ought to be the subject of ethical analysis and oversight. It cannot be
assumed that the notions of informed consent, confidentiality and privacy that
have arisen out of ethical debates in developed countries can be straightforwardly
applied in all cultures and societies.

For example, there are aspects of informed consent that are particular to the
conduct of drug epidemiology in developing countries. As it is a relatively recent
development in research ethics, there are still many unanswered questions about
the requirements of informed consent in these settings [32]. The relevance of cer-
tain issues, such as participant vulnerability, levels of awareness of and expecta-
tions about rights, communication difficulties, documentation issues and the rules
of obtaining consent in hierarchical societies, is still contested [33].

Further, issues of race, culture and gender may impact upon researcher safe-
ty, in particular when the research context is developing countries [30]. Non-
indigenous researchers may find it particularly difficult to conduct fieldwork in
such settings. The issues may also have implications for research participants and
third parties to the research, especially in small communities where the participa-
tion of a person in research is more difficult to disguise than it is in larger cities.
Another issue is that of monitoring the conduct of drug epidemiological research
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in developing countries. Consideration should be given to the special needs that
exist in jurisdictions that lack the local institutional ethics committee infrastruc-
ture to support such ethical oversight.

In considering the ethics of research in developing countries, the need for
drug epidemiologists to understand the social, economic and political context in
which their work is conducted is clear [34]. This will require a commitment to
including the views of all stakeholders and engaging in discussion about local
ethics.

Ethics discussion in epidemiology and public health has emerged from philo-
sophical ethics, bioethics and the writings of public health practitioners reflecting
upon everyday ethical challenges in professional practice (for example, advocacy,
coercion, scientific misconduct, privacy, conflicts of interest and the rights of vul-
nerable communities) [35]. The discussion below draws from each of these
sources, beginning with a brief description of bioethical approaches to the analy-
sis of ethical issues in biomedical research.

Ethical analysis

There are a bewildering array of competing ethical theories that seek to rational-
ize moral rules and allow decisions to be made on what conduct is right or good
in problematical cases [36, 37]. These include principle-based deontological
ethics; situational ethics; utilitarian ethics; consequentialist ethics; casuist case-
based ethics; narrative ethics; feminist ethics; hermeneutical ethics; and virtue
ethics [38]. All of these theories capture some aspects of ethical reasoning, but
none commands universal assent among ethicists [37].

Over the past three decades, an influential set of moral principles has
emerged in the Anglo-American analyses of the ethics of biomedical research [4,
37, 39]. “Principlism”, as it has been called, appeals to the principles of autono-
my, non-maleficence, beneficence and justice. Some variants of these principles
have also been included in influential international statements of ethical princi-
ples for medical research, such as the World Medical Association Declaration of
Helsinki and the statements of United Nations organizations [4]. These principles
have their limitations, but they provide a useful beginning for ethical discussion.

The principles of biomedical ethics: autonomy, non-maleficence,
beneficence and justice

Respecting autonomy means respecting and not interfering with the action of
rational persons who have a capacity for autonomous action, that is, adults who
are able to decide freely upon a course of action without influence, coercion or
force [37]. In the context of biomedical research, the principle of respect for
autonomy is usually taken to require informed consent to treatment or research
participation, voluntariness in research participation and the maintenance of con-
fidentiality and privacy of information provided to a researcher.



138 Bulletin on Narcotics, vol. LIV, Nos. 1 and 2, 2002

The principle of non-maleficence is simply the duty to do no harm [37].
Following the principle of non-maleficence requires refraining from causing harm
or injury or from placing others at risk of harm or injury. In the biomedical
research context, the principle of non-maleficence requires researchers to mini-
mize the risks of research participation [4, 39].

Beauchamp and Childress have identified “positive beneficence” and “utility”
as two elements of the principle of beneficence [37]. Positive beneficence requires
researchers to perform actions that result in a benefit. Utility requires them to
ensure that the benefits of their actions outweigh the burdens that they impose
upon others. The principle of beneficence therefore requires that an action pro-
duces benefits and that its benefits outweigh its burdens. In the context of bio-
medical research, this means that the benefits of the research to society should
outweigh its risks to participants and also that, in the case of individual partici-
pants, the benefits of participation exceed the risks.

Justice is probably the most controversial of the four moral principles. For the
purpose of this discussion, “justice” refers to “distributive justice” rather than
retributive (criminal) or rectificatory (compensatory) justice [37]. In bioethics, the
principle of distributive justice has been central to debates about how to ensure
equitable access to health care and reduce unequal health outcomes. In the case
of research, the principle of distributive justice refers to the equitable distribution
of the risks, as well as the benefits of research participation [4]. A fair and just
research policy would aim to achieve a distribution of the benefits and burdens of
research participation that is as fair and equitable as possible. 

The limitations of biomedical ethics

Concerns have been raised as to whether biomedical ethics is an appropriate
model for public health, given the tension between the individualistic orientation
of bioethics and the societal focus of public health. Callahan and Jennings also
note that, in a pluralistic society, numerous ethical perspectives coexist on matters
of widespread interest and importance and that one or more might be appropriate
for any particular ethical problem [7].

However, others have observed that the prescriptive use of key ethical princi-
ples may discourage consideration of alternative ethical perspectives, such as
those emphasizing collective rather than individual responsibilities. Witkin has
warned that ethical principles may therefore be seen as instruments of control
rather than as moral guides for research [16]. An increasingly popular alternative
approach is to view ethics as a discourse rather than as a system of rules and to
encourage narrative accounts of actual ethical situations that, for example, drug
epidemiological researchers face.

Moral positions are historical rather than timeless and subject to revision and
augmentation. Witkin argues that by ignoring alternative ethical perspectives,
people limit their capacity to assess the limits of their own belief systems and so
engage in ethical discussions only within the boundaries of the “taken-for-grant-
ed” [16]. An ethical framework for drug epidemiology might usefully transcend
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those boundaries by adopting a more proactive approach that breaks with the
reactive research ethics traditions of the past [34].

In the absence of consensus on a universal theory of ethics, the ethical analy-
ses of public policy cannot be a matter of deducing moral rulings from categorical
imperatives or applying a utilitarian calculus to all the possible courses of action.
Ethical analysis does not always achieve consensus, but the range of morally
acceptable behaviour is often narrowed by ethical debate. A dialectical discovery
process can identify common moral rules and shared justifications for morally
acceptable courses of action. This has been described by Rawls as the method of
“reflective equilibrium” [40]. It involves testing ethical principles (that may be
derived from one or more ethical theories) against widely shared moral rules and
judgements that have been called the “common morality” [37]. People aim to
reduce the discrepancies between their moral principles and their understanding
of the “common morality” and, by iterative adjustment, work towards an equilib-
rium between their principles and their shared moral rules and judgements.

A more recent variation of this form of pluralism has been called “pluralistic
casuistry”. Brody argues that, in contrast to the monistic ethical theories that
attempt to reduce morality to a single value or set of principles, pluralistic casu-
istry reflects the reality of how people engage in moral reasoning [4]. Casuistry or
case-based ethics is a method of practical ethical reasoning emphasizing the value
of moral intuitions about particular cases over theories or principles [35].
Pluralistic casuistry recognizes that multiple moral values may coexist and are
modifiable with reflection on more cases. Casuistry is also sympathetic to com-
munitarian ethics, in which morality is also seen as contextual and where diver-
gent ethical values of different communities are respected. A common theme in
pluralistic approaches to ethical analysis is the key role of public discussion in
achieving a balance between competing ethical values [41, 42].

Conclusions

Biomedical ethics is crucial to biomedical, clinical and social research efforts. It
prescribes the boundaries of ethical research conduct by identifying core princi-
ples. However, those principles do not provide guidance in relation to the day-to-
day ethical challenges that researchers encounter, in particular in specialized
areas such as drug epidemiology. Furthermore, such guidelines quickly become
dated, with advances in modern science occurring “much faster than either ethics,
law or social and public policy” ([38], pp. 279-280).

Making decisions about what is ethical involves more than just following
accepted prescriptions and principles [34]. The main virtue of ethical principles
such as autonomy and beneficence is that they alert us to important ethical issues;
they do not solve ethical problems. Such principles must be applied and tested in
the analysis of specific cases by a process of open debate and discussion if they
are to be interpreted at the practical or applied level. This approach to ethical
analysis needs to inform discussions of ethical issues that arise in undertaking
drug epidemiological research in developing countries.
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A useful way to bridge the gap that exists between the principles of ethical
research and the special challenges of drug epidemiology is through the develop-
ment of an ethical framework specific to drug epidemiology. A casuistic social
analysis of ethics also has utility if one is committed to sharing the decision-
making in this developmental process and also interested in practical outcomes.

As drug epidemiological research becomes more global, the ability to consider
the potential role of ethical systems that differ from those that have grown in the
biomedical tradition will be critical for successful international collaboration.
Taking a collaborative and open approach to ethics will also allow for particular
ethical challenges to be viewed through many lenses, the result of which should be
improved ethics problem-solving. Roberts and Reich have noted recently that for
epidemiologists, an awareness of “alternative ethical arguments has become as
important as knowing the advantages and disadvantages of different epidemio-
logical techniques” ([9], p. 1059).

The ethical analysis of epidemiological research on drug use is an under-
developed field, even in developed societies with a tradition of drug research and
ethical protection of human participants in medical research. The authors hope to
have demonstrated the need for drug researchers to address those issues in a more
systematic way. The urgency of doing so is increased by recent efforts to expand
epidemiological research on drug use to cultures and societies with little tradition
of drug research and often less experience in the ethical oversight of human
medical research. Given the role of international organizations such as the United
Nations International Drug Control Programme and the World Health
Organization in sponsoring and encouraging such research, such organizations
may consider facilitating discussions on ethical issues from which an ethical
framework may emerge. This suggestion should not discourage drug researchers in
developed countries from initiating their own discussions of those issues. 

The present article is intended as a first step towards developing an ethical
framework for drug epidemiology. It is hoped that it will serve as a useful begin-
ning for future debate on the ethical challenges involved in conducting drug epi-
demiology research and in doing so will assist in raising the profile of research
ethics considerations for the addictions specialty in public health.
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