Alguns destaques do documento dos National Institutes of Health (NIH) nos Estados Unidos,
PROTECTION OF HUMAN SUBJECTS

Fonte: http://ohsr.od.nih.gov/guidelines/45cfr46.html

Outras fontes: http://grants.nih.gov/grants/policy/hs/index.htm

http://bioethics.georgetown.edu/collections/presidential/index.html

Subparte A
Basic HHS Policy for Protection of Human Research Subjects
101

(a) «... this policy applies to all research involving human subjects conducted, supported or
otherwise subjectto regulation by any federal department oragency which takes appropriate
administrative action to make the policy applicable to such research. This includes research
conducted by federal civilian employees or military personnel... [it] also includes research
conducted, supported, or otherwise subject to regulation by the federal government outside
the United States»
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(e) «Research subject to regulation, and similar terms are intended to encompass those
research activities for which a federal department or agency has specific responsibility for
regulating as a research activity, (for example, Investigational New Drug requirements
administered by the Food and Drug Administration). It does not include research activities
which are incidentally regulated by a federal department or agency solely as part of the
department's or agency's broader responsibility to regulate certain types of activities
whether research or non-research in nature (for example, Wage and Hour requirements
administered by the Department of Labor).»

(f) «Human subject means a living individual about whom an investigator (whether
professional or student) conducting research obtains

(1) Data through intervention or interaction with the individual, or
(2) Identifiable private information.

Intervention includes both physical procedures by which data are gathered (for example,
venipuncture) and manipulations of the subject or the subject's environment that are
performed for research purposes. Interaction includes communication or interpersonal
contact between investigator and subject. Private information includes information about
behavior that occurs in a context in which an individual can reasonably expect that no
observation or recording is taking place, and information which has been provided for
specific purposes by an individual and which the individual can reasonably expect will not be
made public (for example, a medical record). Private information must be individually
identifiable (i.e., the identity of the subject is or may readily be ascertained by the
investigator or associated with the information) in order for obtaining the information to
constitute research involving human subjects.»

(i) «Minimal risk means that the probability and magnitude of harm or discomfort anticipated
in the research are not greater in and of themselves than those ordinarily encountered in
daily life or during the performance of routine physical or psychological examinations or
tests.»
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«Criteria for IRB approval of research
(a)

(1) Risks to subjects are minimized:
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(i) By using procedures which are consistent with sound research design
and which do not unnecessarily expose subjects to risk, and

(ii) whenever appropriate, by using procedures already being performed
on the subjects for diagnostic or treatment purposes.

(2) Risks to subjects are reasonable in relation to anticipated benefits, if any, to
subjects, and the importance of the knowledge that may reasonably be
expected to result.

(3) Selection of subjects is equitable.

(4) Informed consent will be sought from each prospective subject or the
subject's legally authorized representative

(5) Informed consent will be appropriately documented

(6) When appropriate, the research plan makes adequate provision for monitoring

the data collected to ensure the safety of subjects.

(7) When appropriate, there are adequate provisions to protect the privacy of
subjects and to maintain the confidentiality of data.

(b) When some or all of the subjects are likely to be vulnerable to coercion or undue
influence, such as children, prisoners, pregnant women, mentally disabled persons, or
economically or educationally disadvantaged persons, additional safeguards have been
included in the study to protect the rights and welfare of these subjects.»
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«General requirements for informed consent.

... hoinvestigator may involve a human being as a subject in research covered by this policy
unless the investigator has obtained the legally effective informed consent of the subject or
the subject's legally authorized representative. An investigator shall seek such consent only
under circumstances that provide the prospective subject or the representative sufficient
opportunity to consider whether or not to participate and that minimize the possibility of
coercion or undue influence. The information that is given to the subject or the
representative shall be in language understandable to the subject or the representative. No
informed consent, whether oral or written, may include any exculpatory language through
which the subject or the representative is made to waive or appear to waive any of the
subject's legal rights, or releases or appears to release the investigator, the sponsor, the
institution or its agents from liability for negligence.

(a) Basic elements of informed consent.

(1) A statement that the study involves research, an explanation of the purposes
of the research and the expected duration of the subject's participation, a
description of the procedures to be followed, and identification of any
procedures which are experimental;

(2) A description of any reasonably foreseeable risks or discomforts to the
subject;

(3) A description of any benefits to the subject or to others which may reasonably
be expected from the research;

(4) A disclosure of appropriate alternative procedures or courses of treatment, if
any, that might be advantageous to the subject;

(5) A statement describing the extent, if any, to which confidentiality of records
identifying the subject will be maintained;

(6) For research involving more than minimal risk, an explanation as to whether
any compensation and an explanation as to whether any medical treatments
are available if injury occurs and, if so, what they consist of, or where further
information may be obtained;



(7)

(8)

An explanation of whom to contact for answers to pertinent questions about
the research and research subjects' rights, and whom to contact in the event
of a research-related injury to the subject; and

A statement that participation is voluntary, refusal to participate will involve
no penalty or loss of benefits to which the subject is otherwise entitled, and
the subject may discontinue participation at any time without penalty or loss
of benefits to which the subject is otherwise entitled.

(b) Additional elements of informed consent. When appropriate, one or more of the following
elements of information shall also be provided to each subject:

(1)

(2)

(3)

(4)

(3)

(6)

A statement that the particular treatment or procedure may involve risks to
the subject (or to the embryo or fetus, if the subject is or may become
pregnant) which are currently unforeseeable;

Anticipated circumstances under which the subject's participation may be
terminated by the investigator without regard to the subject's consent;

Any additional costs to the subject that may result from participation in the
research;

The consequences of a subject's decision to withdraw from the research and
procedures for orderly termination of participation by the subject;

A statement that significant new findings developed during the course of the
research which may relate to the subject's willingness to continue
participation will be provided to the subject; and

The approximate number of subjects involved in the study.

(c) An IRB may approve a consent procedure which does not include, or which alters, some
or all of the elements of informed consent set forth above, or waive the requirement to
obtain informed consent provided the IRB finds and documents that:

(1)

(2)

The research or demonstration project is to be conducted by or subject to the
approval of state or local government officials and is designed to study,
evaluate, or otherwise examine: (i) public benefit or service programs; (ii)
procedures for obtaining benefits or services under those programs; (iii)
possible changes in or alternatives to those programs or procedures; or (iv)
possible changes in methods or levels of payment for benefits or services
under those programs; and

The research could not practicably be carried out without the waiver or
alteration.

(d) An IRB may approve a consent procedure which does notinclude, or which alters, some
or all of the elements of informed consent set forth in this section, or waive the requirements
to obtain informed consent provided the IRB finds and documents that:

(1)
(2)

(3)

(4)

The research involves no more than minimal risk to the subjects;

The waiver or alteration will not adversely affect the rights and welfare of the
subjects;

The research could not practicably be carried out without the waiver or
alteration; and

Whenever appropriate, the subjects will be provided with additional pertinent
information after participation.

(e) The informed consent requirements in this policy are not intended to preempt any
applicable federal, state, or local laws which require additional information to be disclosed
in order for informed consent to be legally effective.

(f) Nothing in this policy is intended to limit the authority of a physician to provide
emergency medical care, to the extent the physician is permitted to do so under applicable



federal, state, or local law.»
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«Documentation of informed consent.

(a) informed consent shall be documented by the use of a written consent form approved
by the IRB and signed by the subject or the subject's legally authorized representative. A
copy shall be given to the person signing the form.

(c) An IRB may waive the requirement for the investigator to obtain a signed consent form
for some or all subjects if it finds either:

(1) That the only record linking the subject and the research would be the
consent document and the principal risk would be potential harm resulting
from a breach of confidentiality. Each subject will be asked whether the
subject wants documentation linking the subject with the research, and the
subject's wishes will govern; or

(2) That the research presents no more than minimal risk of harm to subjects and
involves no procedures for which written consentis normally required outside
of the research context.

In cases in which the documentation requirement is waived, the IRB may require the
investigator to provide subjects with a written statement regarding the research.»

Subparte B

Pregnant Women, Human Fetuses and Neonates Involved in
Research

202
(c) Fetus means the product of conception from implantation until delivery.
(f) Pregnancy encompasses the period of time from implantation until delivery.

(h) Viable, as it pertains to the neonate, means being able, after delivery, to survive (given
the benefit of available medical therapy) to the point ofindependently maintaining heartbeat
and respiration.
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Pregnant women or fetuses may be involved in research if all of the following conditions are
met:

(a) Where scientifically appropriate, preclinical studies, including studies on pregnant
animals, and clinical studies, including studies on nonpregnant women, have been conducted
and provide data for assessing potential risks to pregnant women and fetuses

[restantes: risco minimo, beneficios vs. riscos, consentimento informado]

(i) Individuals engaged in the research will have no part in any decisions as to the timing,
method, or procedures used to terminate a pregnancy; and

(j) Individuals engaged in the research will have no part in determining the viability of a
neonate.
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(c) Nonviable neonates. After delivery nonviable neonate may not be involved in research
covered by this subpart unless all of the following additional conditions are met:

(1) Vital functions of the neonate will not be artificially maintained;

(2) The research will not terminate the heartbeat or respiration of the neonate;



(3) There will be no added risk to the neonate resulting from the research;

(4) The purpose of the research is the development of important biomedical
knowledge that cannot be obtained by other means; and

(5) The legally effective informed consent of both parents of the neonate is
obtained in accord with subpart A of this part, except that the waiver and
alteration provisions of (...)116(c) and (d) do not apply.

Subparte C

Additional Protections Pertaining to Biomedical and Behavioral
Research Involving Prisoners as Subjects

306

Permitted research involving prisoners

(a)
(2) the proposed research involves solely the following:
(i) Study of the possible causes, effects, and processes of incarceration,
and of criminal behavior
(ii) Study of prisons as institutional structures or of prisoners as
incarcerated persons
(iii) Research on conditions particularly affecting prisoners as a class (for
example, vaccine trials and other research on hepatitis which is much
more prevalent in prisons than elsewhere; and research on social and
psychological problems such as alcoholism, drug addiction, and sexual
assaults)... or
(iv) Research on practices, both innovative and accepted, which have the
intentand reasonable probability ofimproving the health or well-being
of the subject
Subparte D

Additional Protections for Children Involved as Subjects in Research
402

(a) Children are persons who have not attained the legal age for consent to treatments or
procedures involved in the research, under the applicable law of the jurisdiction in which the
research will be conducted.
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Research involving greater than minimal risk and no prospect of direct benefit to individual
subjects, butlikely to yield generalizable knowledge about the subject's disorder or condition

(a) The risk represents a minor increase over minimal risk;

(b) The intervention or procedure presents experiences to subjects that are reasonably
commensurate with those inherentin their actual or expected medical, dental, psychological,
social, or educational situations;

(c) The intervention or procedure is likely to yield generalizable knowledge about the
subjects' disorder or condition which is of vital importance for the understanding or
amelioration of the subjects' disorder or condition; and

(d) Adequate provisions are made for soliciting assent of the children and permission of their
parents or guardians



