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The potential participant must be informed of the right to refuse
to participate in the research or to withdraw consent to
participate at any time without reprisal. Special attention should
be given to the specific information and communication needs of
individual potential participants as well as to the methods used
to deliver the information.

After ensuring that the potential participant has understood the
information, the physician or another qualified individual must
then seek the potential participant's freely given informed

27.

28.

29.

30.

consent, formally documented on paper or electronically. If the
consent cannot be expressed on paper or electronically, the non-
written consent must be formally witnessed and documented.

All medical research participants should be given the option of
being informed about the general outcome and results of the
research.

When seeking informed consent for participation in research the
physician or other researcher must be particularly cautious if the
potential participant is in a dependent relationship with them or
may consent under duress. In such situations, the informed
consent must be sought by an appropriately qualified individual
who is independent of this relationship.

In medical research involving human participants incapable of
giving free and informed consent, the physician or other
qualified individual must seek informed consent from the legally
authorized representative, considering preferences and values
expressed by the potential participant.

Those persons incapable of giving free and informed consent are
in situations of particular vulnerability and are entitled to the
corresponding safeguards. In addition to receiving the
protections for the particularly vulnerable, those incapable of
giving consent must only be included if the research is likely to
either personally benefit them or if it entails only minimal risk
and minimal burden.

When a potential research participant who is incapable of giving
free and informed consent is able to give assent to decisions
about participation in research, the physician or other qualified
individual must seek that assent in addition to the consent of the
legally authorized representative, considering any preferences
and values expressed by the potential participant. The potential
participant’'s dissent should be respected.

Research involving participants who are physically or mentally
incapable of giving consent (for example, unconscious patients)
may be done only if the physical or mental condition that
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prevents giving informed consent is a necessary characteristic of
the research group. In such circumstances the physician or other
qualified individual must seek informed consent from the legally
authorized representative. If no such representative is available
and if the research cannot be delayed, the research may proceed
without informed consent provided that the specific reasons for
involving participants with a condition that renders them unable
to give informed consent have been stated in the research
protocol and the research has been approved by a research
ethics committee.

Free and informed consent to remain in the research must be
obtained as soon as possible from a legally authorized
representative or, if they regain capacity to give consent, from
the participant.

The physician or other researcher must fully inform potential
participants which aspects of their care are related to the
research. The refusal of a patient to participate in research or
the patient’s decision to withdraw from research must never

adversely affect the patient-physician relationship or provision of

the standard of care.

Physicians or other qualified individuals must obtain free and
informed consent from research participants for the collection,
processing, storage, and foreseeable secondary use of biological
material and identifiable or re-identifiable data. Any collection
and storage of data or biological material from research
participants for multiple and indefinite uses should be consistent
with requirements set forth in the WMA Declaration of Taipei,
including the rights of individuals and the principles of
governance. A research ethics committee must approve the
establishment and monitor ongoing use of such databases and
biobanks.

Where consent is impossible or impracticable to obtain,
secondary research on stored data or biological material may be
done only after consideration and approval of a research ethics
committee.

Use of Placebo

33. The benefits, risks, burdens, and effectiveness of a new
intervention must be tested against those of the best proven
intervention(s), except in the following circumstances:

* If no proven intervention exists, the use of placebo, or no
intervention, is acceptable; or

e |f for compelling and scientifically sound methodological reasons
the use of any intervention other than the best proven one(s),
the use of placebo, or no intervention is necessary to determine
the efficacy or safety of an intervention; and the participants
who receive any intervention other than the best proven one(s),
placebo, or no intervention will not be subject to additional risks
of serious or irreversible harm as a result of not receiving the
best proven intervention.

Extreme care must be taken to avoid abuse of this option.

Post-Trial Provisions
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