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(
Declaration of Helsinki (64" WMA General Assem-

bly, Brazil, October 2013)

~

15. Appropriate compensation and treatment for
subjects who are harmed as a result of participating
in research must be ensured.

N\
-~

CIOMS Guideline 19: Right of injured subjects to

treatment and compensation

J
~

Investigators should ensure that research subjects
who suffer injury as a result of their participation
are entitled to free medical treatment for such injury
and to such financial or other assistance as would
compensate them equitably for any resultant impair-
ment, disability or handicap. In the case of death as
a result of their participation, their dependants are
entitled to compensation. Subjects must not be asked
to waive the right to compensation.

N\

(
The Nuremberg Code

J
\
7. Proper preparations should be made and adequate

facilities provided to protect the experimental subject

against even remote possibilities of injury, disability,
or death.

J
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The Belmont Report

C. Applications

2. Assessment of risk and benefit

assessment of the justifiability of research should reflect at
least the following considerations:

(i) Brutal or inhumane treatment of human subjects is

never morally justified.

(ii) Risks should be reduced to those necessary to achieve
the research objective. It should be determined whether
it is in fact necessary to use human subjects at all.

Risk can perhaps never be entirely eliminated, but it
can often be reduced by careful attention to alternative
procedures.

(iif) When research involves significant risk of serious im-
pairment, review committees should be extraordinarily
insistent on the justification of the risk (looking usually
to the likelihood of benefit to the subject or, in some
rare cases. to the manifest voluntariness of the partici-
pation).

(iv) When vulnerable populations are involved in research,
the appropriateness of involving them should itself
be demonstrated. A number of variables go into such
judgments, including the nature and degree of risk, the
condition of the particular population involved, and the
nature and level of the anticipated benefits.

Relevant risks and benefits must be thoroughly arrayed
in documents and procedures used in the informed

consent process.

J
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SGH opens early-stage drug trial unit
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Credit: sgh.com.sg
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“From the National Policy to the Global Competitiveness” @
6 - 7 August 2014 !
Rama Gardens Hotel, Bangkok
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ThaiTECT Annual Conference 2014
“From the National Policy to the Global Competitiveness”

6 - 7 August 2014
Rama Gardens Hotel, Bangkok
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