§26.15

the European Community (EC), re-
quests will be sent directly to the rel-
evant authority, with a copy to the Eu-
ropean Agency for the Evaluation of
Medicinal Products (EMEA). If the au-
thority receiving the request cannot
carry out the inspection as requested,
the requesting authority shall have the
right to conduct the inspection.

(c) Reports of preapproval inspec-
tions will be sent within 45-calendar
days of the request that transmitted
the appropriate information and de-
tailed the precise issues to be addressed
during the inspection. A shorter time
may be necessary in exceptional cases
and these will be described in the re-
quest.

§26.15 Monitoring continued equiva-
lence.

Monitoring activities for the purpose
of maintaining equivalence shall in-
clude review of the exchange of inspec-
tion reports and their quality and
timeliness; performance of a limited
number of joint inspections; and the
conduct of common training sessions.

§26.16 Suspension.

(a) Each party has the right to con-
test the equivalence of a regulatory au-
thority. This right will be exercised in
an objective and reasoned manner in
writing to the other party.

(b) The issue shall be discussed in the
Joint Sectoral Committee promptly
upon such notification. Where the
Joint Sectoral Committee determines
that verification of equivalence is re-
quired, it may be carried out jointly by
the parties in a timely manner, under
§26.6.

(c) Efforts will be made by the Joint
Sectoral Committee to reach unani-
mous consent on the appropriate ac-
tion. If agreement to suspend is
reached in the Joint Sectoral Com-
mittee, an authority may be suspended
immediately thereafter. If no agree-
ment is reached in the Joint Sectoral
Committee, the matter is referred to
the Joint Committee as described in
§26.73. If no unanimous consent is
reached within 30 days after such noti-
fication, the contested authority will
be suspended.

(d) Upon the suspension of authority
previously listed as equivalent, a party
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is no longer obligated to normally en-
dorse the inspection reports of the sus-
pended authority. A party shall con-
tinue to normally endorse the inspec-
tion reports of that authority prior to
suspension, unless the authority of the
receiving party decides otherwise based
on health or safety considerations. The
suspension will remain in effect until
unanimous consent has been reached
by the parties on the future status of
that authority.

§26.17 Role and composition of the
Joint Sectoral Committee.

(a) A Joint Sectoral Committee is set
up to monitor the activities under both
the transitional and operational phases
of this subpart.

(b) The Joint Sectoral Committee
will be cochaired by a representative of
the Food and Drug Administration
(FDA) for the United States and a rep-
resentative of the European Commu-
nity (EC) who each will have one vote.
Decisions will be taken by unanimous
consent.

(c) The Joint Sectoral Committee’s
functions will include:

(1) Making a joint assessment, which
must be agreed by both parties, of the
equivalence of the respective authori-
ties;

(2) Developing and maintaining the
list of equivalent authorities, including
any limitation in terms of inspecting
type or products, and communicating
the list to all authorities and the Joint
Committee;

(3) Providing a forum to discuss
issues relating to this subpart, includ-
ing concerns that an authority may be
no longer equivalent and opportunity
to review product coverage; and

(4) Consideration of the issue of sus-
pension.

(d) The Joint Sectoral Committee
shall meet at the request of either
party and, unless the cochairs other-
wise agree, at least once each year. The
Joint Committee will be kept informed
of the agenda and conclusions of meet-
ings of the Joint Sectoral Committee.

§26.18 Regulatory collaboration.

(a) The parties and authorities shall
inform and consult one another, as per-
mitted by law, on proposals to intro-
duce new controls or to change existing
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