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Executive Summary

Research involving human subjects refers to research performing any
psychological or physical investigation on humans. Research involving human
subjects, therefore, covers medical science research, epidemiological studies as
well as social science research. The presentations covered the extensive
development in the international arena of ethical guidelines especially in
biomedical research with the layout of their details. From the experience of their
involvement in research, local investigators brought up the complexity of ethical
dealing in social science studies, depicting various pitfalls entangling in different
circumstances. To present another angle in keeping studies involving human
subjects in check, legal perspective in the local context were specified in detail
by legal experts. The technical readiness concerning the supervision of such
studies in the Thai context was also pictured.

The biomedical research has a long history that contributes to the
development of medical science knowledge and technology that results in the
progress in medical treatment, drug and vaccine development. On the negative
side, a number of biomedical researches involving human subjects in the past
led to a loss of life and human torturing. The first international code of ethics,
the Nuremberg Code, issued in 1947, was a response to the atrocities committed
by Nazi research physicians during World War II, revealed at the Nuremberg
Was Crimes Trials. The Code lays down the standard for carrying out human
experimentation, emphasizing the subjects’ voluntary consent, with the purpose
of protecting the research subjects in accordance with the International
Covenant on Human Rights. The principles stated in the code, however, are
broad and lack detailed practical guidelines.

In 1964, the World Medical Association adopted the Declaration of
Helsinki at the 18th world Medical Assembly held at Helsinki, Finland. The
Declaration lays down clearer ethical guidelines for research involving human
subjects. It was amended four times at different World medical Assemblies and
the fifth amendment was proposed by the American Medical Association in
1998.

In view of the special circumstances of developing countries, the
Council for International Organizations of Medical Services and WHO issued the
Proposed International Ethical Guidelines for Biomedical Research Involving
Human Subjects in 1982. The proposed guidelines took into consideration the
applicability of the Nuremberg code and the Declaration of Helsinki to socio-
economic, legal and administrative systems of developing countries. Currently,
the AIDS epidemic has brought into focus several ethical issues which render
some guidelines inapplicable. Further amendment of the Guidelines is, thus,
being worked out.



The ethical directions mentioned above have served as general
principles and divided research into clinical and non-clinical biomedicat
research, which follow separate practice and procedures. They also set a
requirement to formulate an independent committee to review research
proposals before commencing the studies. These different guidelines have been
widely recognized. Any such studies that fail to adhere to them will not be
accepted for publication in renowned international journals. There are three
fundamental ethical principles that apply to practice and research involving
human subjects; namely;

e Respect for persons requires that volunteers to be research
subjects be treated with respect for their capacity for self-
determination, and those with impaired or diminished autonomy
be afforded security against harm or abuse;

¢ Beneficence and non-maleficence put the ethical obligation to
maximize possible harms and wrongs;

e Justice refers to the fair treatment of subjects, that is, the class of
persons of which the subjects are representatives should benefit

from the knowledge gained and all who benefit should share the
burden.

To attain to these fundamentals, research involving human subjects
is obliged to adhere to the guidelines the essentials of which are summarized as
follows:

e A research will involve human subjects only when it is absolutely
unavoidable and the risks of research be reasonable in the light of
the expected benefits;

¢ The research must have clear objectives, be feasible and obtain
sufficient assurance from previous studies to guarantee safety in
human subjects;

e It must be well designed with appropriate methodology and
conducted by a qualified and knowledgeable investigator who is
well versed in the field of the study;

¢ It should involve a suitable number of subjects and utilize special
care to minimize harms to the subjects;

¢ The research must proceed in accordance with the phases of drug
and vaccine development and must be in keeping with good
clinical research and practice;

¢ The investigator must obtain an informed consent from the
prospective subjects in written form by detailing to the volunteers
research information, including objectives, methodology used,
time frame, expected benefits, as well as information concerning
the volunteers such as confidentiality, their rights to refuse to
participate or withdraw, risks or possible illness that could affect
them, the level of medical treatment and care to provide in such
case, and their right to compensation if disabilities or death
occur. Such information must also be provided in a participant



information sheet and sufficient time given to volunteers to reach
a decision;

¢ In the case of individuals with impaired or diminished autonomy
and a higher risk group such as pregnant women and children,
special care must be given to prevent harms and abuse, and
ensure benefits to the subjects and the class of persons the
subjects represent. Ensure that the subjects freely consent to
involve in the study and proxy consent must be obtained in the
case of those who are dependent or vulnerable. These individuals
will not be involved in research that might equally well carried out
with other groups of people’

e All proposals to conduct research involving human subjects must
be submitted for review and approval to one to more independent
ethical and scientific review committees. There should be
someone to monitor the study and a board to monitor data and
safety for each project;

e Payments or medical services to subject for inconvenience and
time spent or reimbursement should be reasonable and not to be
so large and extensive as to induce prospective subjects to
consent to participate in the research;

o The investigator must establish secure safeguards of the
confidentiality of research data;

o When deemed appropriate, such as great harms would befall the
subjects, the investigator might terminate the study before its
completion.

Besides all the principles, Code and Declaration stated so far, the
International Covenant on Human Rights (article 5) and the International
Covenant on Civil and Political Rights (article 7) recognized by the UN General
Assembly both acknowledge the right to freedom of individual and their right not
to be subjected to torture and degrading treatment.

Social science research, on the other hand, seldom causes subjects
physical harms but can affect them psychologically, and the nature of
information needed for especially behavioral studies can ring an alarm on
privacy violation. Ethical principles therefore form a part of what researchers
need to consider besides sound methodology that usually receives most
attention. Ethical guidelines for social science research are very much akin to
those of biomedical research. It recognizes the principles on informed consent,
confidentiality and rights to privacy, non-maleficence and rights to care and
treatment, beneficence or maximizing benefits, as well as transparency
concerning research objectives. However, in practice dilemmas exist in all
stages of a study starting from choosing a research topic, collecting data to
reporting the findings, rendering it ambiguous to judge if certain ethical
guidelines have been violated.



A classic example is to keep subjects uninformed or partially
informed of the study or the study objectives for fear that knowledge about the
study will lead them to alter their beheviour, affecting the validity of data
collected. Keeping confidentiality is another essential issue that can be
unintentionally violated when reporting the findings. A map of the researched
site included in the report could give away the identity of the place. Some
research methods, such as focus group discussion and group interview, by their
inherent characteristics cannot secure confidentiality. Information provided by
participants is known to all of them and it is not possible to forbid them to pass
it on. Hard decisions also come in the stage of reporting the study.
Traditionally, it is required to present all findings honestly and
straightforwardly. In practice, donors could demand that only certain parts be
published. On the other hand, study reports could stigmatize individuals,
certain communities or the class of subjects under study. Such an example is
the study on sexual behaviour of vocational education students. Furthermore,
when reports are made public, how the information is used becomes
uncontrollable, and the report themselves could become a saleable commodity
wit monetary value attached. Lastly, some studies discover illegal operations by
accident, adding further burden on the shoulder of researchers.

Obviously social researchers when encounter the above mentioned
situations are bombarded with questions of different nature ranging from being
in keeping with technical requirements of research, to protecting the interest of
self, of donors or of the researched, to deciding which directions to take to
maintain sound ethical practice. It is suggested that to weigh the benefits
gained from the study against possible harm or damage the study might bring
about could be taken as a measure facilitating their decision making. Besides,
cultural appropriateness should also guide research directions, beginning with
suitable topics to pursue. Lastly, a thorough agreement among all parties
involved including donors might save many headaches and resolve
unforeseeable conflict of interest among all stakeholders

From the legal perspective in the Thai context, it is necessary to refer
to the current Constitution and the Civil and Criminal Codes in regard to
research involving human subjects since Thailand has not passed a special bill
governing such issue. The current Constitution (section 42} grants protection to
research work, regarding it as academic rights to be carefully exercised without
causing damage to other persons. In case where the subjects are injured,
whether mildly or seriously, the Civil Code section on liability for Wrongful Acts
and the Criminal Code section on Harmful Acts are applied. In accordance with
the Civil Code, liability is void on conditions that the wrongful acts are not
committed in a careless manner and consent that is not subject to a condition
contrary to public order or good morals has been obtained. To judge whether
the consent is contrary to public order or good morals, contemporary public
feelings have to be taken into consideration. Such a requirement inflicts
weakness in the system since public feeling vary with social circumstances and
governed by social values, rendering public feelings an inconsistent reference.
Furthermore, research involving human subjects, in particular biomedical



research, is complex, and sufficient time and information are needed to ensure
public understanding.

On the other hand, the Criminal Code has no provision voiding
liability even if consent is obtained. If injuries, such as giving an injection,
taking blood samples, are intentionally caused in the course of clinical research
of which researchers are required to be professionals in the field under study,
e.g. medical doctors, dentist, pharmacists, then the acts are governed by the
professional code of law. For non-clinical research, harmful acts have been
committed in such a case or not remain controversial. However, liability is void
if the acts are committed under duress or as self-defense or to defend others.

Government officials carrying out a research on duty are protected
against a lawsuit by Liability for Wrongful Acts of Officials Act B.E. 2539. The
injured person, however, can bring a lawsuit against the government unit the
officials belong to.

In the case that payment is provided and a great number of subjects
are involved in a long-term study, the relationship between the researcher and
the researched could be regarded as that of an employer to an employee
according to the labour law.

Research involving human bodies can be carried out only if consent
from an heir is obtained; whereas research to be carried out with children, the
unborn or people with mental disorder must seek consent from a statutory
guarding, parents or statutory proxy respectively.

It is suggested that Thailand needs to pass Health Law to guard
against violation on patients’ rights to treatment and research and to ensure
confidentiality of personal biomedical data. Secondly, a National Committee on
Ethics should be set up to supervise and review problematic issues that crop up
due to scientific and biomedical progress, and to prevent conflicts that could be
inflicted because of differences between ethical and legal perspectives. Lastly,
Buddhist culture emphasizing human development needs to be taken into
consideration in parallel with scientific culture so that scientific progress will not
lead to the destruction of nature and human beings.
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Ethical Principles for Practice and Research

Dawip Kitiyaporn*

® Respect for persons
® Beneficence
® Nonmaleficence

® Justice

Respect for Persons

® Incorporates at least principles, namely:

® autonomy, which requires that those who are capable of
deliberation about their personal goals should he treated
with respect for their capacity for self-determination; and

® protection of persons with impaired or diminished
autonomy, which requires that those who are dependent

or vulnerable be afforded security against harm or abuse.

|

* Associate Professor, Faculty of Tropical Medicine, Mahidol University
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B i & Non-malefi
® Beneficence

e [s the ethical obligation to maximize possible benefits and to
minimise possible harms and wrongs. This principle gives rise to
norms requiring that the risks of research be reasonable in the
light of the expected benefits, that the research design be sound,
and that the investigators be competent both to conduct the

research and to assure the well-being of the research subjects.
® Non-maleficence

° Holds a central position in the tradition of medical ethics, and

guards against avoidable harm to research subjects.

Justice

e Refers to the ethical obligation to treat each person in accordance
with what is morally right and proper, to give each person what is
due to him or her. When the principle of justice is applied to
dependent or vulnerable subjects, its main concern is with the rules
of distributive justice.

e Studies should be designed to obtain knowledge that benefits the
class of persons of which the subjects are representative : the class
of persons bearing the burden should receive and appropriate benefit,
and the class primarily intended to benefit should bear a fair

proportion of the risks and burdens of the study.
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The Nuremberg Code

The first international code of ethics for research involving
Human subjects.

Was a response to the atrocities committed by Nazi research
physicians, revealed at the Nuremberg War Crimes Trials.

Laid down the standards for carrying out human experimentation,

Emphasizing the subject’s voluntary consent.

The Declaration of Helsinki

Adopted by the 18" World Medical Assembly, Helsinki,

Finland, June 1964

The World Medical Association took an important step further

To reassure society.

Lays down ethical guidelines for research involving human

subjects.

Amended by the 29" World Medical Assembly, Tokyo, Japan,
October 1975

35" World Medical Assembly, Venice, Italy, October 1983

41" World Medical Assembly, Hong Kong, September 1989
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The United Nations General Assembly (1966)

e International Covenant on Civil and Political Rights (entered into

Force in 1976)

® (Article 7) : “No one shall be subjected to torture or to cruel,
inhuman or degrading treatment or punishment. In particular, no
one shall be subjected without his free consent to medical or

scientific experimentation”.

The Council for International Organizations of

Medical Sciences (CIOMS) and

The World Health Organization (WHO)

e In view of the special circumstances of developing countries in
regard to the applicability of the Nuremberg Code and the

Declaration of Helsinki,

e Issued Proposed International Guidelines for Biomedical Research

Involving Human Subjects (1982).
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Proposed Guidelines

e Received extensive distribution.

e Went into use widely throughout the world.

e The guidelines should be reviewed with particular reference to
the ethical issues raised by large-scale trials of vaccines and
drugs, transnational research, and experimentation involving
vulnerable population groups.

e Such research, particularly related to innovative therapy trials, is

now actively sought by potential beneficiaries.

CIOMS UNDERTOOK,
INCOLLABOTATION WITH WHO

e Revision of the guidelines.

e Setting up a Steering Committee to guide the process.

e The Steering Committee decided that in the revision special
attention should be paid to epidemiological studies, owing to the
importance of epidemiology, particularly for public health, and to
the need for international guidelines for ethical review of such

studies.

e [nternational Guidelines for Ethical Review of Epidemiological

Studies (CIOMS, 1991)
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The revised guidelines (I)

Prepared by a group of consultants, reviewed and amended by
the Steering Committee, and presented to the CIOMS's
Conference on Ethics and Research on Human Subjects -

International Guidelines, held in Geneva in February 1992.

Examined and discussed by some 150 participants from both
developed countries, including representatives of ministries of
health and medical and other health-related disciplines, health

policy-makers, ethicists, philosophers and lawyers.

The revised guidelines (II)

The final text duly reflects the comments received. It has been
endorsed by the WHO Global Advisory Committee on Health
Research and the Executive Committee of CIOMS, which have
recommended its publication and wide distribution.

The text consists of a statement of general ethical principles, a
preamble and 15 guidelines, with an introduction, and a brief

account of earlier ethical declaration and guidelines.

Each guideline is followed by a commentary.
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Research

e The term “research” refers to a class of activities designed to

develop or contribute to generalizable knowledge.

e Usually “research” is modified by the adjective “biomedical” to

indicate that the reference is to health-related research.

e Research is defined as “clinical” if one or more of its components
is designed to be diagnostic, prophylactic or therapeutic for the

individual subject of the research.

e Invariably, in clinical research, there are also components
designed not to be diagnostic, prophylactic or therapeutic for the
subject; examples include the administration of placebos and the
performance of laboratory tests in addition to those required to
serve the purposes of medical care. Hence the term “clinical

research” is used here rather than “therapeutic research”
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Drug development

e Phase I refers to the first introduction of a drug into humans.

Normal volunteer subjects are usually studied to determine levels
of drugs at which toxicity is observed. Such studies are followed
by dose-ranging studies in patients for safety and, in some cases,

early evidence of effectiveness.

Phase II investigation consists of controlled clinical trials
designed to demonstrate effectiveness and relative safety.
Normally, these are performed on a limited number of closely

monitored patients.

Phase III trials are performed after a reasonable probability of
effectiveness of a drug has been established and are intended to
gather additional evidence of effectiveness for specific indications
and more precise definition of drug-related adverse effects. This

phase includes both controlled and uncontrolled studies.

Phase IV trials are conducted after the national drug registration
authority has approved a drug for distribution or marketing. These
trials may include research designed to explore a specific
pharmacological effect, to establish the incidence of adverse
categories ordinarily need not be reviewed by ethical review

committees (see guideline 14).
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Vaccine development

e FPhase I refers to the first introduction of a candidate vaccine into
a human population for initial determination of its safety and
biological effects, including immunogenicity. This phase may
include studies of dose and route of administration, and usually

involves fewer than 100 volunteers.

o Phase II refers to the initial trials examining effectiveness in a
limited number of volunteers (usually between 200 and 500) ; the

focus of this phase is immunogenicity.

e Phase III trials are intended for a more complete assessment of
safety and effectiveness in the prevention of disease, involving a
larger number of volunteers in a multicentred adequately

controlled study.
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Ethical Principles Applied to Epidemiology (I)

Informed Consent

° Individual consent

e Subjects understand purpose/nature of the study, risk and
benefits, what needs to be done when participating in the

study

o Justify with the ethical review body how the study would be

ethical in its absence.
e Community agreement

e The refusal of individuals to participate in a study has to be

respected.
° Selective disclosure of information
® Undue influence

e Inducement to participate
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Ethical Principles Applied to Epidemiology (II)

e Maximising Benefit
o Communication of study results
e Impossibility of communicating study results
e Release of study results
e Health care for the community under study

e Training local health personnel

Ethical Principles Applied to Epidemiology (III)

e Maximising harm
e Causing harm and doing wrong
e Preventing harm to groups
o Harmful publicity
e Respect for social mores

° Sensitivity to different cultures
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Confidentiality

Unlinked information

° Cannot be linked, associated or connected with the person to

whom it refers
Linked information
¢ Anonymous
¢ Non-nominal
¢ Nominal

Epidemiologists discard personal identifying information when

consolidating data for statistical analysis.

Informed consent and confidentiality

Regarded as part of the project proposal
Statement:
- describe the study and the nature of subject’s involvement in it

Certificate of consent:

- attesting the subject’s consent

Simple language

Use of medical terminology should be avoided
Given to or read to each prospective subject

By signing, the staff member confirms that consent was given

freely

A copy should be offered to the subject
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Certificate of consent (I)

e Begin with a brief summary of the main items from the statement

of consent in the following order:
e Purpose of the research
e Procedures that will be followed, including total time
° Risks and discomforts (psychosocial and social risks, if any)
e Benefits of the research (to the subject and to others)
e Compensation, if any
e Alternatives to participation

e Additional items, if any

Certificate of consent (II)

I have read the foregoing information, or it has been read to me. I have
had the opportunity to ask questions about it and any questions that I
have asked have been answered to my satisfaction. I consent
voluntarily to participate as a subjects in this study and I understand
that I have the right to withdraw from the study at any time without in

any way affecting my further medical care.
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Guideline 1 : Individual informed consent

® For all biomedical research involving human subjects, the investigator must obtain
the informed consent of the prospective subject or, in the case of an individual who
is not capable of giving informed consent, the proxy consent of a properly

authorized representative

Guideline 2 : Essential information for prospective

research subjects

Before requesting an individual’s consent to participate in research, the investigator must provide
the individual with the following information, in language that he or she is capable of
understanding:

® That each individual is invited to participate as a subject in research, and the aims
and methods of the research:

® The expected duration of the subject’s participation;

® The benefits that might reasonably be expected to result to the subject or to others
as an outcome of the research;

® Any foreseeable risks or discomfort to the subject, associated with participation in
the research;

® Any alternative procedures or courses of treatment that might be as advantageous to
the subject as the procedure or treatment being tested;

® The extent to which confidentiality of records in which the subject is identified will
he maintained;

® That therapy will be provided free of charge for specified types of research-related
injury;

®  Whether the subject or the subject’s family or dependants will he compensated for
disability or death resulting from such injury; and

® That the individual is free to refuse to participate and will be free to withdraw from
the research at any time without penalty or loss of benefits to which he or she

would otherwise be entitled.
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Guideline 3 : Obligations of investigators regarding

informed consent

The investigator has a duty to:
® Communicate to the prospective subject all the information necessary for

adequately informed consent;

® Give the prospective subject full opportunity and encouragement to ask
questions;

® Exclude the possibility of unjustified deception, undue influence and
intimidation;

® Seek consent only after the prospective subject has adequate knowledge of
the relevant facts and of the consequences of participation, and has had
sufficient opportunity to consider whether to participate;

® As a general rule, obtain from each prospective subject a signed form as
evidence of informed consent; and

® Renew the informed consent of each subject if there are material changes in

the conditions or procedures of the research,




mewuin 19

Guideline 4 : Inducement to participate

Subjects may be paid for inconvenience and time spent, and should be reimbursed for
expenses incurred, in connection with their participation in research; they may also
receive free medical services.

However, the payments should not be so large or the medical services so extensive as to
induce prospective subjects to consent to participate in the research against their better
judgment (“undue inducement”).

All payments, reimbursements and medical services to be provided to research subjects

should be approved by an ethical review committee.

Guideline 5 : Research involving children

Before undertaking research involving children, the investigator must ensure that:
Children will not he involved in research that might equally well he carried out with
adults;

The purpose of the research is to obtain knowledge relevant to the health needs of
children;

A parent or legal guardian of each child has given proxy consent;

The consent of each child has been obtained to the extent of the child’s capabilities;

The child's refusal to participate in research must always be respected unless according
to the research protocol the child would receive therapy for which there is no medically
acceptable alternative;

The risk presented by interventions not intended to benefit the individual child-subject is
low and commensurate with the importance of the knowledge to be gained; and
Interventions that are intended to provide therapeutic benefit are likely to be at least as

advantageous to the individual child-subject as any available alternative.
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Guideline 6 : Research involving persons with mental or

behavioural disorders

Before undertaking research involving individuals who by reason of mental or
behavioural disorders are not capable of giving adequately informed consent,
the investigator must ensure that:

Such persons will not be subjects of research that might equally well be

carried out on persons in full possession of their mental faculties;

The purpose of the research is to obtain knowledge relevant to the particular

health needs of persons with mental or behavioural disorders;

® The consent of each subject has been obtained to the extent of that subject’s
capabilities, and a prospective subject’s refusal to participate in non-clinical
research is always respected,;

® In the case of incompetent subjects, informed consent is obtained from the
legal quardian or other duly authorized person;

® The degree of risk attached to interventions that are not intended to benefit
the individual subject is low and commensurate with the importance of the
knowledge to be gained; and

® Interventions that are intended to provide therapeutic benefit are likely to be

at least as advantageous to the individual subject as any alternative.
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Guideline 7 : Research involving prisoners

e Prisoners with serious illness or at risk of serious illness should not
arbitrarily be denied access to investigational drugs, vaccines or

other agents that show promise of therapeutic or preventive benefits.

Guideline 8 : Research involving subjects in

underdeveloped communities

Before undertaking research involving subjects in underdeveloped communities,

whether in developed or developing countries, the investigator must ensure that:

e Persons in underdeveloped communities will not ordinarily he
involved in research that could be carried out reasonably well in
developed communities;

e The research is responsive to the health needs and the priorities of
the community in which it is to be carried out;

e Every effort will be made to secure the ethical imperative that the
consent of individual subjects be informed; and

e The proposals for the research have been reviewed and approved by
an ethical review committee that has among is members or
consultant persons who are thoroughly familiar with the customs and

traditions of the community.




82 Susysnamsunisiineiseluay

Guideline 9 : Informed consent in epidemiological

e For several types of epidemiological research individual informed
consent is either impracticable or inadvisable. In such cases the
ethical review committee should determine whether it is ethically
acceptable to proceed without individual informed consent and
whether the investigator’s plans to protect the safety and respect the

privacy of research subjects and to maintain the confidentially of the

data are adequate

Guideline 10 : Equitable distribution of burdens

and benefits

e [ndividuals or communities to be invited to be subjects of research
should be selected in such a way that the burdens and benefits of the
research will be equitably distributed. Special justification is
required for inviting vulnerable individuals and, if they are selected,
the means of protecting their rights and welfare must be particularly

strictly applied.
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Guideline 11 : Selection of pregnant or nursing

(breast-feeding) women as research subjects

Pregnant or nursing women should in no circumstances be the
subjects of non-clinical research unless the research carries no more
than minimal risk to the fetus or nursing infant and the object of the
research is to obtain new knowledge about pregnancy or lactation.
As a general rule, pregnant or nursing women should not be subjects
of any clinical trials except such trials as are designed to protect or |
advance the health of pregnant of nursing women or fetuses or
nursing infants, and for which women who are not pregnant or

nursing would not be suitable subjects.

Guideline 12 : Selection of pregnant or nursing

(breast-feeding) women as research subjects

The investigator must establish secure safeguards of the
confidentiality of research data. Subjects should be told of the limits
to the investigators’ ability to safeguard confidentiality and of the

anticipated consequences of breaches of confidentiality.
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Guideline 13 : Right of subjects of compensation

e Research subjects who suffer physical injury as a result of their
participation are entitled to such financial or other assistance as
would compensate them equitably for any temporary or permanent
impairment or disability. In the case of death, their dependants are
entitled to material compensation. The right to compensation may

not be waived.

Guideline 14 : Constitution and responsibilities of

ethical review committees

e All proposals to conducts research involving human subjects must be
submitted for review and approval to one or more independent
ethical and scientific review committees. The investigator must
obtain such approval of the proposal to conduct research before the

research in begun.
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Social Science Research The concept of social and Psychological Risks
Bencha Yoddumnern Attig*

® Objectives
1. To introduce key issues of social and psychological risks as distinct
from biomedical risks.
2. To introduce cultural difference of definition as well as scope (variations)

of social and psychological risks in various societies.

® Key Issues

1. Definition of social and psychological risks (culturally appropriate)

2. Different goals between providers and the patients/subjects
Providers: to improve the health of the patients/subjects
Patients/subjects: to balance between biomedical, social and

psychoiogical risks

3. Voluntary Vs. involuntarily (to have a test)

4 Sense of owning the data (providers Vs. patients/subjects)

5 Different concepts of health/being healthy

6. Labelling system (especially for fatal disease)

7. (a) Confidential information for whom?
(b) Is confidentiality absolute confidentiality?

8. Role of researcher Vs. role of health personnel

9. To what extent can clerical and technical mistakes happen?

10. Top-down Vs. bottom-up approaches

* Director, Institute for Population and Social Research, Mahidol University
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