§46.408

§46.408 Requirements for permission
by parents or guardians and for as-
sent by children.

(a) In addition to the determinations
required under other applicable sec-
tions of this subpart, the IRB shall de-
termine that adequate provisions are
made for soliciting the assent of the
children, when in the judgment of the
IRB the children are capable of pro-
viding assent. In determining whether
children are capable of assenting, the
IRB shall take into account the ages,
maturity, and psychological state of
the children involved. This judgment
may be made for all children to be in-
volved in research under a particular
protocol, or for each child, as the IRB
deems appropriate. If the IRB deter-
mines that the capability of some or
all of the children is so limited that
they cannot reasonably be consulted or
that the intervention or procedure in-
volved in the research holds out a pros-
pect of direct benefit that is important
to the health or well-being of the chil-
dren and is available only in the con-
text of the research, the assent of the
children is not a necessary condition
for proceeding with the research. Even
where the IRB determines that the sub-
jects are capable of assenting, the IRB
may still waive the assent requirement
under circumstances in which consent
may be waived in accord with §46.116 of
Subpart A.

(b) In addition to the determinations
required under other applicable sec-
tions of this subpart, the IRB shall de-
termine, in accordance with and to the
extent that consent is required by
§46.116 of Subpart A, that adequate pro-
visions are made for soliciting the per-
mission of each child’s parents or
guardian. Where parental permission is
to be obtained, the IRB may find that
the permission of one parent is suffi-
cient for research to be conducted
under §46.404 or §46.405. Where research
is covered by §§46.406 and 46.407 and
permission is to be obtained from par-
ents, both parents must give their per-
mission unless one parent is deceased,
unknown, incompetent, or not reason-
ably available, or when only one parent
has legal responsibility for the care
and custody of the child.

(c) In addition to the provisions for
waiver contained in §46.116 of Subpart
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A, if the IRB determines that a re-
search protocol is designed for condi-
tions or for a subject population for
which parental or guardian permission
is not a reasonable requirement to pro-
tect the subjects (for example, ne-
glected or abused children), it may
waive the consent requirements in Sub-
part A of this part and paragraph (b) of
this section, provided an appropriate
mechanism for protecting the children
who will participate as subjects in the
research is substituted, and provided
further that the waiver is not incon-
sistent with Federal, state or local law.
The choice of an appropriate mecha-
nism would depend upon the nature
and purpose of the activities described
in the protocol, the risk and antici-
pated benefit to the research subjects,
and their age, maturity, status, and
condition.

(d) Permission by parents or guard-
ians shall be documented in accordance
with and to the extent required by
§46.117 of Subpart A.

(e) When the IRB determines that as-
sent is required, it shall also determine
whether and how assent must be docu-
mented.

§46.409 Wards.

(a) Children who are wards of the
state or any other agency, institution,
or entity can be included in research
approved under §46.406 or §46.407 only if
such research is:

(1) Related to their status as wards;
or

(2) Conducted in schools, camps, hos-
pitals, institutions, or similar settings
in which the majority of children in-
volved as subjects are not wards.

(b) If the research is approved under
paragraph (a) of this section, the IRB
shall require appointment of an advo-
cate for each child who is a ward, in ad-
dition to any other individual acting
on behalf of the child as guardian or in
loco parentis. One individual may serve
as advocate for more than one child.
The advocate shall be an individual
who has the background and experience
to act in, and agrees to act in, the best
interests of the child for the duration
of the child’s participation in the re-
search and who is not associated in any
way (except in the role as advocate or
member of the IRB) with the research,
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the investigator(s), or the guardian or-
ganization.
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§50.1 Authority.

Under the authority of Mutual Edu-
cational and Cultural Exchange Act of
1961 (75 Stat. 527) and the Immigration
and Nationality Act as amended (84
Stat. 116), the Department of Health
and Human Services is an ‘‘interested
United States Government agency”
with the authority to request the
United States Information Agency to
recommend to the Attorney General
waiver of the two-year foreign resi-
dence requirement for exchange visi-
tors under the Mutual Educational and
Cultural Exchange Program.

§50.2 Exchange Visitor Waiver Review
Board.

(a) Establishment. The Exchange Vis-
itor Waiver Review Board is estab-
lished to carry out the Department’s
responsibilities under the Exchange
Visitor Program.

(b) Functions. The Exchange Visitor
Waiver Review Board is responsible for
making thorough and equitable evalua-
tions of applications submitted by in-
stitutions, acting on behalf of exchange
visitors, to the Department of HHS for
a favorable recommendation to the
United States Information Agency that
the two-year foreign residence require-
ment for exchange visitors under the
Exchanges Visitor Program be waived.

(c) Membership. The Exchange Visitor
Waiver Review Board consists of no
fewer than three members and two al-

§50.3

ternates, of whom no fewer than three
shall consider any particular applica-
tion. The Director of the Office of
International Affairs, Office of the Sec-
retary, is an ex officio member of the
Board and serves as its Chairman. The
Director may designate a staff member
of the Office of the Secretary to serve
as member and Chairman of the Board
in the Director’s absence. Two regu-
larly assigned members and two alter-
nates are appointed by the Assistant
Secretary of Health to consider appli-
cations concerning health, biomedical
research, and related fields. The Chair-
man may request the heads of oper-
ating divisions of the Department to
appoint additional members to con-
sider applications in other fields of in-
terest to the Department (e.g. human
services, social security). The Board
may obtain expert advisory opinions
from other sources.

(d) Eligibility. The Board will review
applications submitted by private or
non-federal institutions, organizations
or agencies or by a component agency
of HHS. The Board will not consider
applications submitted by exchange
visitors or, unless under extenuating
and exceptional circumstances, other
U.S. Government Agencies.

§50.3 Policy.

(a) Criteria and information pertaining
to waivers. The Department of Health
and Human Services endorses the phi-
losophy of the Exchange Visitor Pro-
gram that exchange visitors are com-
mitted to return home for at least two
yvears after completing their program.
This requirement was imposed to pre-
vent the Program from becoming a
stepping stone to immigration and to
insure that exchange visitors make
their new knowledge and skills avail-
able to their home countries. Accord-
ingly, the Board carefully applies strin-
gent and restrictive criteria to its con-
sideration of requests that it support
waivers for exchange visitors. Each ap-
plication is evaluated individually on
the basis of the facts available.

In determining whether to recommend
an exemption for an exchange visitor
from his/her obligation to the Ex-
change Visitor Program, the Board
considers the following key factors:
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