THE BELMONT REPORT ETHICAL PRINCIPLES
The Committee is in part guided by the ethical principles set forth in the *Belmont Report. These principles
are Respect for Persons, Beneficence, and Justice.
In consideration of Respect for Persons, investigators should obtain voluntary, informed consent of potential
human subjects. Voluntary, informed consent means that subjects are given explicit assurances of the
voluntary nature of their participation and adequate information about the study in order to decide whether to
participate, in terms that are easy to understand. Respect also means honoring an individual's privacy and
maintaining confidentiality when appropriate. Respect for immature or incapacitated persons may require
taking extra precautions to protect them while they mature or are incapacitated, perhaps even to the extent of
excluding them from participation in the research. The extent of protection should depend on the risks and the
benefits of the research.
The principle of Beneficence requires that potential benefits to the subjects are maximized and potential risks
of harm are minimized. Benefits to the subjects, or from knowledge to be gained, should, outweigh the risks.
Justice means that subjects are selected fairly and that the risks and benefits are distributed equitably among
subjects. Care should be taken not to systematically select subjects simply because of their easy availability,
their compromised position, or their manipulability, rather than for reasons directly related to the research
problem.
*The complete Belmont Report can be consulted at the CPHS Office, Room 130, Thomas Administration
Building.

THE ETHICAL PRINCIPLES
OF THE AMERICAN PSYCHOLOGICAL ASSOCIATION
The decision to undertake research rests upon a considered judgment by the individual psychologist about
how best to contribute to psychological science and human welfare. Having made the decision to conduct
research, the psychologist considers alternative directions in which research energies and resources might be
invested. On the basis of this consideration, the psychologist carries out the investigation with respect and
concern for the dignity and welfare of the people who participate and with cognizance of federal and state
regulations and professional standards governing the conduct of research with human participants.
A.

In planning a study, the investigator has the responsibility to make a careful evaluation of its ethical
acceptability. To the extent that the weighing of scientific and human values suggests a compromise of
any principle, the investigator incurs a correspondingly serious obligation to seek ethical advice and to
observe stringent safeguards to protect the rights of human participants.

B.

Considering whether a participant in a planned study will be a "subject at risk" or a "subject at
minimal risk," according to recognized standards, is of primary ethical concern to the investigator.

C.

The investigator always retains the responsibility for ensuring ethical practice in research. The
investigator is also responsible for the ethical treatment of research participants by collaborators,
assistants, students, and employees, all of whom, however, incur similar obligations.

D.

Except in minimal-risk research, the investigator establishes a clear and fair agreement with research
participants, prior to their participation, that clarifies the obligations and responsibilities of each. The
investigator has the obligation to honor all promises and commitments included in that agreement. The
investigator informs the participants of all aspects of the research that might reasonably be expected to
influence willingness to participate and explains all other aspects of the research about which the
participants inquire. Failure to make full disclosure prior to obtaining informed consent requires
additional safeguards to protect the welfare and dignity of the research participants. Research with
children or with participants who have impairments that would limit understanding and/or
communication requires special safeguarding procedures.

E.

Methodological requirements of a study may make the use of concealment or deception necessary.
Before conducting such a study, the investigator has a special responsibility to (1) determine whether the
use of such techniques is justified by the study's prospective scientific, educational, or applied value; (2)
determine whether alternative procedures are available that do not use concealment or deception; and (3)
ensure that the participants are provided with sufficient explanation as soon as possible.

F.

The investigator respects the individual's freedom to decline to participate in or to withdraw from the
research at any time. The obligation to protect this freedom requires careful thought and consideration
when the investigator is in a position of authority or influence over the participant. Such positions of
authority include, but are not limited to, situations in which research participation is required as part of
employment or in which the participant is a student, client, or employee of the investigator.

G.

The investigator protects the participant from physical and mental discomfort, harm, and danger that
may arise from research procedures. If risks of such consequences exist, the investigator informs the
participant of that fact. Research procedures likely to cause serious or lasting harm to a participant are
not used unless the failure to use these procedures might expose the participant to risk of greater harm

or unless the research has great potential benefit and fully informed and voluntary consent is obtained
from each participant. The participant should be informed of procedures for contacting the investigator
within a reasonable time period following participation should stress, potential harm, or related
questions or concerns arise.

H.

After the data are collected, the investigator provides the participant with information about the nature
of the study and attempts to remove any misconceptions that may have arisen. Where scientific or
humane values justify delaying or withholding this information, the investigator incurs a special
responsibility to monitor the research and to ensure that there are no damaging consequences for the
participant.

I.

Where research procedures result in undesirable consequences for the individual participant, the
investigator has the responsibility to detect and remove or correct these consequences, including longterm effects.

J.

Information obtained about a research participant during the course of an investigation is confidential
unless otherwise agreed upon in advance. When the possibility exists that others may obtain access to
such information, this possibility, together with the plans for protecting confidentiality, is explained to the
participant as part of the procedure for obtaining informed consent.

MEDICAL RESEARCH SUBJECT'S BILL OF RIGHTS
The faculty and staff of California State University, Fresno, wish you to know:
Any person who is requested to participate as a subject in a medical experiment, or who is requested to
consent on behalf of another, has the right to:
1.

Be informed of the nature and purpose of the experiment.

2.

Be given an explanation of the procedures to be followed in the medical experiment, and any
drug or device to be used.

3.

Be given a description of any attendant discomforts and risks reasonably to be expected from the
experiment.

4.

Be given an explanation of any benefits to the subject reasonably to be expected from the
experiment, if applicable.

5.

Be given a disclosure of any appropriate alternative procedures, drugs, or devices that might be
advantageous to the subject, and their relative risks and benefits.

6.

Be informed of the avenues of medical treatment, if any, available to the subject after the
experiment if complications should arise.

7.

Be given the opportunity to ask any questions concerning the experiment or the procedures
involved.

8.

Be instructed that the consent to participate in the medical experiment may be withdrawn at any
time, and the subject may discontinue participation in the medical experiment without prejudice.

9.

Be given a copy of a signed and dated written consent form when one is required.

10.

Be given the opportunity to decide to consent or not to consent to a medical experiment without
intervention of any element of force, fraud, deceit, duress, coercion, or undue influence on the
subject's decision.

CALIFORNIA MEDICAL RESEARCH SUBJECT'S BILL OF
RIGHTS
Under California law, any person who is requested to participate as a subject in a medical experiment, or who
is requested to consent on behalf of another, must be given a copy of a specified Bill of Rights written in a
language in which the person is fluent. Medical experiment is defined in the law as:
I

The severance or, penetration or damaging of tissues of a human subject or the use of a drug or a device
as defined in the California Health and Safety Code, use of electromagnetic radiation, heat or cold, or
use of a biological substance or organism, in or upon a human subject in the practice of research or
medicine, in a manner not reasonably related to maintaining or improving the health of such subject or
otherwise directly benefiting such subject.

2.

The investigational use of a drug or device licensed by the Federal Food and Drug Administration or the
California Department of Health Services.

3.

Withholding medical treatment from a human subject for any purpose other than maintenance or
improvement of the health of such subject.

A Spanish version can be obtained from the CPHS Office, Room 130, Thomas Administration Building
(278-6639).

WORLD MEDICAL ASSOCIATION DECLARATION
OF HELSINKI
NOTE:

This document was adopted by the 18th World Medical Assembly, Helsinki, Finland, June 1964
and by the American Medical Association in 1966. It was amended by the 29th World Medical
Assembly, Tokyo, Japan, October 1975; 35th World Medical Assembly, Venice, Italy, October
1983; and the 41st World Medical Assembly, Hong Kong, September 1989.

INTRODUCTION
It is the mission of the physician to safeguard the health of the people. His or her knowledge and conscience
are dedicated to the fulfillment of this mission.
The Declaration of Geneva of the World Medical Association binds the physician with the words, “The health
of my patient will be my first consideration,” and the International Code of Medical Ethics declare that, “A
physician shall act only in the patient’s interest when providing medical care which might have the effect of
weakening the physical and mental condition of the patient.”
The purpose of biomedical research involving human subjects must be to improve diagnostic, therapeutic and
prophylactic procedures and the understanding of the aetiology and pathogenesis of disease.
In current medical practice most diagnostic, therapeutic or prophylactic procedures involve hazards. This
applies especially to biomedical research.
Medical progress is based on research that ultimately must rest in part on experimentation involving human
subjects.
In the field of biomedical research a fundamental distinction must be recognized between medical research in
which the aim is essentially diagnostic or therapeutic for a patient, and medical research, the essential object
of which is purely scientific and without implying direct diagnostic or therapeutic value to the person
subjected to the research.
Special caution must be exercised in the conduct of research that may affect the environment, and the welfare
of animals used for research must be respected.
Because it is essential that the results of laboratory experiments be applied to human beings to further
scientific knowledge and to help suffering humanity, the World Medical Association has prepared the
following recommendations as a guide to every physician in biomedical research involving human subjects.
They should be kept under review in the future. It must be stressed that the standards as drafted are only a
guide to physicians all over the world. Physicians are not relieved from criminal, civil and ethical
responsibilities under the laws of their own countries.

I.

BASIC PRINCIPLES
1. Biomedical research involving human subjects must conform to generally accepted scientific
principles and should be based on adequately performed laboratory and animal experimentation
and a thorough knowledge of the scientific literature.
2. The design and performance of each experimental procedure involving human subjects should be
clearly formulated in an experimental protocol which should be transmitted for consideration,
comment and guidance to a specially appointed committee independent of the investigator and
the sponsor, provided that this independent committee is in conformity with the laws and
regulations of the country in which the research experiment is performed.
3. Biomedical research involving human subjects should be conducted only by scientifically
qualified persons and under the supervision of a clinically competent medical person. The
responsibility for the human subject must always rest with a medically qualified person and never
rest on the subject of the research, even though the subject has given his or her consent.
4. Biomedical research involving human subjects cannot legitimately be carried out unless the
importance of the objective is in proportion to the inherent risk to the subject.
5. Every biomedical research project involving human subjects should be preceded by careful
assessment of predictable risks in comparison with foreseeable benefits to the subject or to
others. Concern for the interests of the subject must always prevail over the interests of science
and society.
6. The right of the research subject to safeguard his or her integrity must always be respected.
Every precaution should be taken to respect the privacy of the subject and to minimize the impact
of the study on the subject’s physical and mental integrity and on the personality of the subject.
7. Physicians should abstain from engaging in research projects involving human subjects unless
they are satisfied that the hazards involved are believed to be predictable. Physicians should
cease any investigation if the hazards are found to outweigh the potential benefits.
8. In publication of the results of his or her research, the physician is obliged to preserve the
accuracy of the results. Reports of experimentation not in accordance with the principles laid
down in the Declaration should not be accepted for publication.
9. In any research on human beings, each potential subject must be adequately informed of the
aims, methods, anticipated benefits and potential hazards of the study and the discomfort it may
entail. He or she should be informed that he or she is at liberty to abstain from participation in
the study and that he or she is free to withdraw his or her consent to participation at any time.
The physician should then obtain the subject’s freely given informed consent, preferably in
writing.
10. When obtaining informed consent for the research project the physician should be particularly
cautious if the subject is in a dependent relationship to him or her or may consent under duress.
In that case the informed consent should be obtained by a physician who is not engaged in the
investigation and who is completely independent of this official relationship.

11. In case of legal incompetence, informed consent should be obtained from the legal guardian in
accordance with national legislation. Where physical or mental incapacity makes it impossible to
obtain informed consent, or when the subject is a minor, permission from the responsible relative
replaces that of the subject in accordance with national legislation.
Whenever the minor child is in fact able to give a consent, the minor’s consent must be obtained
in addition to the consent of the minor’s legal guardian.
12. The research protocol should always contain a statement of the ethical considerations involved
and should indicate that the principles enunciated in the present Declaration are complied with.
II.

MEDICAL RESEARCH COMBINED WITH PROFESSIONAL CARE
(Clinical research)
1. In the treatment of the sick person, the physician must be free to use a new diagnostic and
therapeutic measure, if in his or her judgment it offers hope of saving life, reestablishing health
or alleviating suffering.
2. The potential benefits, hazards and discomfort of a new method should be weighed against the
advantages of the best current diagnostic and therapeutic methods.
3. In any medical study, every patient – including those of a control group, if any – should be
assured of the best proven diagnostic and therapeutic method.
4. The refusal of the patient to participate in a study must never interfere with the physician-patient
relationship.
5. If the physician considers it essential not to obtain informed consent, the specific reasons for this
proposal should be stated in the experimental protocol for transmission to the independent
committee (I,2).
6. The physician can combine medical research with professional care, the objective being the
acquisition of new medical knowledge, only to the extent that medical research is justified by its
potential diagnostic or therapeutic value for the patient.

III.

NON-THERAPEUTIC BIOMEDICAL RESEARCH INVOLVING
HUMAN SUBJECTS
(Non-clinical biomedical research)
1. In the purely scientific application of medical research carried out on a human being, it is the
duty of the physician to remain the protector of the life and health of that person on whom
biomedical research is being carried out.
2. The subjects should be volunteers – either healthy persons or patients for whom the experimental
design is not related to the patient’s illness.
3. The investigator or the investigating team should discontinue the research if in his/her or their
judgment it may, if continued, be harmful to the individual.
4. In research on man, the interest of science and society should never take precedence over
considerations related to the well being of the subject.

