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(in the presence of his/her legal guardian) the
nature of the study and its potential risks and
benefits in a language that the child could
understand and that the child was given the
opportunity to ask questions and was informed
that he/she could refuse participation in the study.

| further certify that the child freely gave verbal
assent and has, without any coercion, agreed to
participate in this study.
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| also certify that | have no personal relationship A A4S L
to the child or the research study in which the
child has been asked to participate.
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. Requirements for permission by parents or guardians and

for assent by children:
Provision must be made for soliciting the permission of
each child's parents or guardian and the permission must
be documented in the consent document.
A) The IRB may require permission of only one (1) parent, if
the research involves -

(i) no greater than minimal risk or

(i) greater than minimal risk but presents the prospect of

direct benefit to the individual subjects.

B) The IRB may require permission from both parents, unless
one parent is deceased, unknown, incompetent, or not
reasonably available, or when only one parent has legal
responsibility for the care and custody of the child, if the
research involves -
(i) greater than minimal risk and offers no prospect of
direct benefit
to individual subject or
(ii) the research is not otherwise approvable but presents an
opportunity to understand, prevent, or alleviate a serious
problem affecting the health or welfare of children
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I1. Pediatric Assent Guidelines:
Depending on the nature of the study and on the maturity,
psychological state and previous experiences of the child,
assent should be obtained, and documented,

A) children ages 14 and older (assent should be obtained,
and documented)

B) Children ages 12-13 (assent should be obtained and
documented unless the child’s pediatrician considers
him/her to be too immature to provide true assent.)

C) Children ages 7-11 (should be fully informed about the
research, using language appropriate to their age or
maturity, and documented assent should be obtained from
those deemed capable of making a meaningful decision.)

D) Below age 7 (information about the study should be
provided in a manner appropriate to the child's age, but
documented assent need not be obtained.)
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