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Consent must be freely given and may be withdrawn at any time throughout the duration
of the research project.

Pre-existing entitlements to care, education and other services must not be prejudiced by
the decision on whether to participate. Accordingly, teachers should not recruit prospective
subjects from their classes, or students under their supervision, without REB approval, and
clinicians should ensure that continued clinical care is not linked to research participation.

2. Alterations to the Consent Procedure

The Research Ethics Board (REB) may approve a consent procedure’ that (1) does not
include, or that alters, some or all of the elements of informed consent set forth in this
guideline, or (2) that waives the requirements to obtain informed consent, provided that the
REB finds and fully documents that

a) The research involves no more than minimal risk to the subject;

b) The waiver or alteration is unlikely to adversely affect the rights and welfare of the
subjects;

c) The research could not practicably be carried out without the waiver or alteration;
d) The waiver or altered consent does not involve a therapeutic intervention.
3. Documentation of Consent

a) Written Consent as the Norm: Evidence of free and informed consent, by the subject
or authorized third party, must normally be obtained in writing (see Section D1). In
most cases, a written statement of the information conveyed in the consent process,
signed or not, should be left with the subject.

b) Oral Consent When Appropriate: In some types of research, written consent may not
be possible or preferable.
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REBs should not prevent such research but should ensure that potential subjects are
fully informed of the views of the organization's authorities and the possible
consequences of participation and should pay special attention to confidentiality.

b) Trust and Dependency

Researchers should avoid being put in a position of becoming informants for
authorities or leaders of organizations. The offer of benefits in some contexts may
amount to undue inducement and thus negate the voluntary aspect of the consent of
subjects who may perceive such offers as a way to gain favour or improve their
situation.

4. When Participants are Restricted or Dependent

Voluntariness is especially relevant in research involving restricted or dependent subjects.
It is absent if consent is secured by the order of authorities or as a result of coercion or
manipulation. The influence of power relationships (eg., teacher/student, doctor/patient,
health care worker/client, ward
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particular research. Competence is neither a global condition nor a static one; it may
be temporary or permanent.

The law on competence varies between jurisdictions. Researchers must comply with
all applicable legislative requirements.

Ethical considerations around research involving those who are not competent to give
free and informed consent on their own behalf must seek to balance

i. The vulnerability that arises from their incompetence; with
ii. The injustice that would arise from their exclusion from the benefits of research.

Respect for human dignity entails high ethical obligations to vulnerable populations.
Such obligations often translate into special procedures to promote and protect their
interests and dignity. The articles that follow detail the special procedures for research
involving individuals with diminished decision making capacity.

b) Determining Appropriateness of Participation

Subject to applicable legal requirements, individuals who are not legally competent
shall only be asked to become research subjects when:

I. The research question can only be addressed using individuals within the identified
group(s);

ii. Free and informed consent will be sought from their authorized representative(s);
and

iii. The research does not expose them to more than minimal risk without the potential
for direct benefits for them.

c) Restrictions to Incompetent Subjects’ Involvement in Research

There is a general requirement to restrict research involving incompetent subjects to
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When a previously incapacitated subject regains capacity, or when an authorized third
party is found, free and informed consent shall be sought promptly for continuation in
the project and for subsequent examinations or tests related to the study.

Exceptions

For the purposes of studying potential improvement in the treatment of life-threatening
conditions, these guidelines outline an exception to the general obligation of obtaining
the free and informed consent from those participating in research, in emergency
health situations.

The exception is intended for a limited class of health research: that which takes place
in emergency situations where obtaining free and informed consent from the subjects
is not possible due to loss of consciousness or competence and free and informed
consent from an authorized third party is not possible due to the urgent time
constraints for effective intervention. Seeking consent in advance is often impossible
due to the unforeseeable nature of the causes of the medical emergency. However,
individuals and those in comparable future situations should not be denied potential
benefits of research because of the inability to consent.

Researchers must justify to the REB recourse to the provisions of this exception. The
underlying assumption is that direct research benefits to the subject could not be
secured without forgoing the free and informed consent of the subject or of his or her
authorized third party. Research in emergency medicine must 1) be reviewed by the
REB, 2) be restricted to the emergency needs of the subjects, and 3) be conducted
under criteria designated by the REB. These guidelines outline the minimal conditions
necessary for the REB to authorize research without free and informed consent.

Minimal Conditions Necessary for Research without Free & Informed
Consent

It is unethical to expose subjects to any additional risk of harm without their free and
informed consent if standard efficacious care exists, unless it can clearly be shown
that there is a realistic possibility of significantly improving the subject's condition.
Accordingly, as stated above, researchers and REBs must assess the potential risk of
harms and benefits of proposed research against existing standard efficacious care.
These guidelines, therefore, require that therapeutic aspects of the trial satisfy the
requirements of clinical equipoise (which means that ethical clinical research requires
a genuine uncertainty on the part of the expert medical community about the
comparative therapeutic merits of a clinical trial).

To respect the autonomy of the research subject, researchers are required to
undertake diligent efforts to contact family members or authorized third parties, if
reasonably feasible, and to document such efforts for the benefit of both the subject
and for the monitoring or continuing review functions of the REB.

Research subjects who become competent must be promptly afforded the opportunity
to give free and informed consent concerning continued participation. Concern for the
patient's well-being is paramount and should be informed by ethical and professional
judgement.

Because their incapacity to exercise free and informed consent makes them
vulnerable, prospective subjects for emergency research are owed special ethical
obligations and protection commensurate with the harms involved. Their interests,
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Table 1:

1. An assurance that new information will be provided to the subjects in a timely manner
whenever such information is relevant to a subject's decision to continue or withdraw from
participation;

2. The identity of the qualified designated representative who can explain scientific or scholarly
aspects of the research;

3. Information on the appropriate resources outside the research team to contact regarding
possible ethical issues in the research;
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Endnotes

! Adapted from the U.S. Department of Health and Human Services, Protection of Human Subjects, Title 45:
"Code of Federal Regulations", Part 46.116(d).
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