
282 

21 CFR Ch. I (4–1–12 Edition) § 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 

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). 


		Superintendent of Documents
	2012-06-08T07:10:51-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




