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§26.78

§26.78 Agreements with other coun-
tries.

Except where there is written agree-
ment between the parties, obligations
contained in mutual recognition agree-
ments concluded by either party with a
party not a party to the agreement
from which this part is derived (a third
party) shall have no force and effect
with regard to the other party in terms
of acceptance of the results of con-
formity assessment procedures in the
third party.

§26.79 Territorial application.

The agreement from which this part
is derived shall apply, on the one hand,
to the territories in which the Treaty
establishing the European Community
(EC) is applied, and under the condi-
tions laid down in that Treaty and, on
the other hand, to the territory of the
United States.

§26.80 Entry into force, amendment,
and termination.

(a) The ‘‘Agreement on Mutual Rec-
ognition Between the United States of
America and the European Commu-
nity,” from which this part is derived,
including its sectoral annexes on tele-
communication equipment, electro-
magnetic compatibility, electrical
safety, recreational craft, pharma-
ceutical Good Manufacturing Practices
(GMP) inspections, and medical devices
shall enter into force on the first day
of the second month following the date
on which the parties have exchanged
letters confirming the completion of
their respective procedures for the
entry into force of that agreement.

(b) That agreement including any
sectoral annex may, through the Joint
Committee, be amended in writing by
the parties to that agreement. Those
parties may add a sectoral annex upon
the exchange of letters. Such annex
shall enter into force 30 days following
the date on which those parties have
exchanged letters confirming the com-
pletion of their respective procedures
for the entry into force of the sectoral
annex.

(c) Either party to that agreement
may terminate that agreement in its
entirety or any individual sectoral
annex thereof by giving the other party
to that agreement 6-months notice in
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writing. In the case of termination of
one or more sectoral annexes, the par-
ties to that agreement will seek to
achieve by consensus to amend that
agreement, with a view to preserving
the remaining Sectoral Annexes, in ac-
cordance with the procedures in this
section. Failing such consensus, that
agreement shall terminate at the end
of 6 months from the date of notice.

(d) Following termination of that
agreement in its entirety or any indi-
vidual sectoral annex thereof, a party
to that agreement shall continue to ac-
cept the results of conformity assess-
ment procedures performed by con-
formity assessment bodies under that
agreement prior to termination, unless
a regulatory authority in the party de-
cides otherwise based on health, safety
and environmental considerations or
failure to satisfy other requirements
within the scope of the applicable sec-
toral annex.

§26.81 Final provisions.

(a) The sectoral annexes referred to
in §26.80(a), as well as any new sectoral
annexes added pursuant to §26.80(b),
shall form an integral part of the
“Agreement on Mutual Recognition
Between the United States of America
and the European Community,” from
which this part is derived.

(b) For a given product or sector, the
provisions contained in subparts A and
B of this part shall apply in the first
place, and the provisions of subpart C
of this part in addition to those provi-
sions. In the case of any inconsistency
between the provisions of subpart A or
B of this part and subpart C of this
part, subpart A or B shall prevail, to
the extent of that inconsistency.

(c) The agreement from which this
part is derived shall not affect the
rights and obligations of the parties
under any other international agree-
ment.

(d) In the case of subpart B of this
part, the parties shall review the sta-
tus of such subpart at the end of 3
years from the date described in
§26.80(a).
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50.3 Definitions.
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50.20 General
consent.

50.23 Exception from general requirements.
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requirements for informed
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Subpart D—Additional Safeguards for
Children in Clinical Investigations

50.50 IRB duties.

50.51 Clinical investigations not involving
greater than minimal risk.

50.52 Clinical investigations involving
greater than minimal risk but presenting
the prospect of direct benefit to indi-
vidual subjects.

50.563 Clinical investigations involving
greater than minimal risk and no pros-
pect of direct benefit to individual sub-
jects, but likely to yield generalizable
knowledge about the subjects’ disorder
or condition.

50.564 Clinical investigations not otherwise
approvable that present an opportunity
to understand, prevent, or alleviate a se-
rious problem affecting the health or
welfare of children.

50.55 Requirements for permission by par-
ents or guardians and for assent by chil-
dren.

50.56 Wards.

AUTHORITY: 21 U.S.C 321, 343, 346, 346a, 348,
350a, 350b, 352, 353, 355, 360, 360c-360f, 360h—
360j, 371, 379, 381; 42 U.S.C. 216, 241, 262, 263b—
263n.

SOURCE: 45 FR 36390, May 30, 1980, unless
otherwise noted.

Subpart A—General Provisions

§50.1 Scope.

(a) This part applies to all clinical in-
vestigations regulated by the Food and
Drug Administration under sections
505(1) and 520(g) of the Federal Food,
Drug, and Cosmetic Act, as well as
clinical investigations that support ap-
plications for research or marketing

§50.3

permits for products regulated by the
Food and Drug Administration, includ-
ing foods, including dietary supple-
ments, that bear a nutrient content
claim or a health claim, infant for-
mulas, food and color additives, drugs
for human use, medical devices for
human use, biological products for
human use, and electronic products.
Additional specific obligations and
commitments of, and standards of con-
duct for, persons who sponsor or mon-
itor clinical investigations involving
particular test articles may also be
found in other parts (e.g., parts 312 and
812). Compliance with these parts is in-
tended to protect the rights and safety
of subjects involved in investigations
filed with the Food and Drug Adminis-
tration pursuant to sections 403, 406,
409, 412, 413, 502, 503, 505, 510, 513-516,
518-520, 721, and 801 of the Federal
Food, Drug, and Cosmetic Act and sec-
tions 351 and 354-360F of the Public
Health Service Act.

(b) References in this part to regu-
latory sections of the Code of Federal
Regulations are to chapter I of title 21,
unless otherwise noted.

[45 FR 36390, May 30, 1980; 46 FR 8979, Jan. 27,
1981, as amended at 63 FR 26697, May 13, 1998;
64 FR 399, Jan. 5, 1999; 66 FR 20597, Apr. 24,
2001]

§50.3 Definitions.

As used in this part:

(a) Act means the Federal Food,
Drug, and Cosmetic Act, as amended
(secs. 201-902, 52 Stat. 1040 et seq. as
amended (21 U.S.C. 321-392)).

(b) Application for research or mar-
keting permit includes:

(1) A color additive petition, de-
scribed in part 71.

(2) A food additive petition, described
in parts 171 and 571.

(3) Data and information about a sub-
stance submitted as part of the proce-
dures for establishing that the sub-
stance is generally recognized as safe
for use that results or may reasonably
be expected to result, directly or indi-
rectly, in its becoming a component or
otherwise affecting the characteristics
of any food, described in §§170.30 and
570.30.

(4) Data and information about a food
additive submitted as part of the proce-
dures for food additives permitted to be
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