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International Standards

The World Medical Association's Declaration
of Ethical Principles for Medical Research
Involving Human Subijects

World Medical Association Declaration of
Helsinki:




% Both authors and publishers have ethical
obligations. . ...

% ... Reports of experimentation not in
accordance with the principles laid down in
this Declaration should not be accepted for

publication

& UL4X MRIQILO a13192101 gafekeeper !

% The World Medical Association has developed the
Declaration of Helsinki as a statement of ethical
principles to provide guidance to physicians and
other participants in medical research involving
human subjects.

% Medical research involving human subjects
includes research on identifiable human material
or identifiable data.




What is “Research”?

& Definition:

“systematic investigation designed to
develop or contribute to generalizable
knowledge.”

Gil: stored biological samples
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What is “human subjects research”?

% Human Subject:

“A living individual about whom an
Investigator conducting research obtains: (a)
data through intervention or interaction with
the individual, or

(b) identifiable private information”

?2l Z < basic protection
(1) Informed consent
(2) IRB Review=Z 9 &-012 EItE ol OF &




& The design and performance of each experimental
procedure involving human subjects should be
clearly formulated in an experimental protocol.

% This protocol should be submitted for consideration,
comment, guidance, and where appropriate, approval
to a specially appointed ethical review committee,
which must be independent of the investigator, the
sponsor or any other kind of undue influence.

» The committee has the right to monitor ongoing
trials.

& The researcher has the obligation to provide
monitoring information to the committee,

% especially any serious adverse events. The researcher
should also submit to the committee, for review,
information regarding funding, sponsors,
institutional affiliations, other potential conflicts of
interest and incentives for subjects.




% The subjects must be volunteers and
informed participants in the research project.

& Inany research on human beings, each
potential subject must be adequately
informed of the aims, methods, sources of
funding, any possible conflicts of interest,
institutional affiliations of the researcher,
the anticipated benefits and potential
risks of the study and the discomfort it
may entail.




% The subject should be informed of the right to
abstain from participation in the study or to

withdraw consent to participate at any time without
reprisal.

% After ensuring that the subject has understood the
information, the physician should then obtain the
subject's freely-given informed consent, preferably
In writing.

% If the consent cannot be obtained in writing, the
non-written consent must be formally
documented and witnessed.

% When a subject deemed legally incompetent,
such as a minor child, is able to give assent to
decisions about participation in research, the
Investigator must obtain that assent in
addition to the consent of the legally
authorized representative.
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% Standard of Care — When a new device or technique
becomes available, many physicians will adopt it as the new
“standard,” treat a consecutive number of patients and collect
specific data prospectively,

% and then compare the data retrospectively to results from
using the previous device or technique.

% This provides a historical control for measuring the efficacy
of the new device or technique.

O|RIIE H-IRB HAl H=F
% A researcher undertaking a retrospective review of
medical records, however, should not assume such
research is exempt from IRB review.

4 Exempt status may be granted, and usually is in an
expedited manner, but an IRB project submission is
required.




© The decision on whether to use the new technique or device
should be a collaborative process between patient and
physician, involving the patient's informed understanding and
consent.

& The collection of data in a series of patients, however,
constitutes a prospective evaluation of the new device or
technique.

& In most circumstances, therefore, such research would
require not only the patient’s consent puyt also IRB

approval.
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% Human subject research and ethics

% Institutional Review Boards and informed
consent are vital
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& Use of coded data or data maintained with a
kevy/locked cabinet/password protected database

% Research involving materials (data, documents,
records) that have been collected or will be collected
solely for non-research purposes (such as medical
treatment or diagnosis).

% Includes retrospective and prospective collection
routine medical information collected at time of
clinical care.
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X-Rays
MRI studies with sedation, contrast MRI studies

All diagnostic nuclear medicine scans (e.g. PET
scans) & most diagnostic radiology studies (e.g.
CT scans).

NOTE: The use of investigational contrast agents
may be considered moderate risk.
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