
279

Food and Drug Administration, HHS § 26.66

conformity to the satisfaction of the 
receiving party, with applicable legis-
lative, regulatory, and administrative 
provisions of that party, equivalent to 
the assurance offered by the receiving 
party’s own procedures.

§ 26.63 General coverage of this part. 

(a) This part applies to conformity 
assessment procedures for products 
and/or processes and to other related 
cooperative activities as described in 
this part. 

(b) Subparts A and B of this part may 
include: 

(1) A description of the relevant leg-
islative, regulatory, and administra-
tive provisions pertaining to the con-
formity assessment procedures and 
technical regulations; 

(2) A statement on the product scope 
and coverage; 

(3) A list of designating authorities; 
(4) A list of agreed conformity assess-

ment bodies (CAB’s) or authorities or a 
source from which to obtain a list of 
such bodies or authorities and a state-
ment of the scope of the conformity as-
sessment procedures for which each has 
been agreed; 

(5) The procedures and criteria for 
designating the CAB’s; 

(6) A description of the mutual rec-
ognition obligations; 

(7) A sectoral transition arrange-
ment; 

(8) The identity of a sectoral contact 
point in each party’s territory; and 

(9) A statement regarding the estab-
lishment of a Joint Sectoral Com-
mittee. 

(c) This part shall not be construed 
to entail mutual acceptance of stand-
ards or technical regulations of the 
parties and, unless otherwise specified 
in subpart A or B of this part, shall not 
entail the mutual recognition of the 
equivalence of standards or technical 
regulations.

§ 26.64 Transitional arrangements. 

The parties agree to implement the 
transitional commitments on con-
fidence building as specified in sub-
parts A and B of this part. 

(a) The parties agree that each sec-
toral transitional arrangement shall 
specify a time period for completion. 

(b) The parties may amend any tran-
sitional arrangement by mutual agree-
ment. 

(c) Passage from the transitional 
phase to the operational phase shall 
proceed as specified in subparts A and 
B of this part, unless either party docu-
ments that the conditions provided in 
such subpart for a successful transition 
are not met.

§ 26.65 Designating authorities. 

The parties shall ensure that the des-
ignating authorities specified in sub-
part B of this part have the power and 
competence in their respective terri-
tories to carry out decisions under this 
part to designate, monitor, suspend, re-
move suspension of, or withdraw con-
formity assessment bodies (CAB’s).

§ 26.66 Designation and listing proce-
dures. 

The following procedures shall apply 
with regard to the designation of con-
formity assessment bodies (CAB’s) and 
the inclusion of such bodies in the list 
of CAB’s in subpart B of this part: 

(a) The designating authority identi-
fied in subpart B of this part shall des-
ignate CAB’s in accordance with the 
procedures and criteria set forth in 
subpart B of this part; 

(b) A party proposing to add a CAB to 
the list of such bodies in subpart B of 
this part shall forward its proposal of 
one or more designated CAB’s in writ-
ing to the other party with a view to a 
decision by the Joint Committee; 

(c) Within 60 days following receipt of 
the proposal, the other party shall in-
dicate its position regarding either its 
confirmation or its opposition. Upon 
confirmation, the inclusion in subpart 
B of this part of the proposed CAB or 
CAB’s shall take effect; and 

(d) In the event that the other party 
contests on the basis of documented 
evidence the technical competence or 
compliance of a proposed CAB, or indi-
cates in writing that it requires an ad-
ditional 30 days to more fully verify 
such evidence, such CAB shall not be 
included on the list of CAB’s in subpart 
B of this part. In this instance, the 
Joint Committee may decide that the 
body concerned be verified. After the 
completion of such verification, the 
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