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§1.621

this subpart, including denial of ac-
creditation or the withdrawal, suspen-
sion, or reduction in the scope of its ac-
creditation. The recognized accredita-
tion body must establish and imple-
ment written procedures for receiving
and addressing appeals from any third-
party certification body challenging
such an adverse decision and for inves-
tigating and deciding on appeals in a
fair and meaningful manner. The ap-
peals procedures must provide similar
protections to those offered by FDA
under §§1.692 and 1.693, and include re-
quirements to:

(1) Make the appeals procedures pub-
licly available;

(2) Use competent persons, who may
or may not be external to the recog-
nized accreditation body, who are free
from bias or prejudice and have not
participated in the accreditation deci-
sion or be subordinate to a person who
has participated in the accreditation
decision to investigate and decide ap-
peals;

(3) Advise third-party -certification
bodies of the final decisions on their
appeals; and

(4) Maintain records under §1.625 of
appeals, final decisions on appeals, and
the bases for such decisions.

§1.621 How must a recognized accredi-
tation body monitor the perform-
ance of third-party certification
bodies it accredited?

(a) A recognized accreditation body
must annually conduct a comprehen-
sive assessment of the performance of
each third-party certification body it
accredited under this subpart by re-
viewing the accredited third-party cer-
tification body’s self-assessments (in-
cluding information on compliance
with the conflict of interest require-
ments of §§1.643 and 1.657); its regu-
latory audit reports and notifications
submitted to FDA under §1.656; and
any other information reasonably
available to the recognized accredita-
tion body regarding the compliance
history of eligible entities the accred-
ited third-party certification body cer-
tified under this subpart; or that is
otherwise relevant to a determination
whether the accredited third-party cer-
tification body is in compliance with
this subpart.
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(b) No later than 1 year after the ini-
tial date of accreditation of the third-
party certification body and every 2
years thereafter for duration of its ac-
creditation under this subpart, a recog-
nized accreditation body must conduct
onsite observations of a representative
sample of regulatory audits performed
by the third-party certification body
(or its audit agents) (or, in the case of
a third-party certification body that is
an individual, such individual) accred-
ited under this subpart and must visit
the accredited third-party certification
body’s headquarters (or other location
that manages audit agents conducting
food safety audits under this subpart, if
different than its headquarters). The
recognized accreditation body will con-
sider the results of such observations
and visits in the annual assessment of
the accredited third-party certification
body required by paragraph (a) of this
section.

§1.622 How must a recognized accredi-
tation body monitor its own per-
formance?

(a) A recognized accreditation body
must annually, and as required under
§1.664(g), conduct a self-assessment
that includes evaluation of compliance
with this subpart, including:

(1) The performance of its officers,
employees, or other agents involved in
accreditation activities and the degree
of consistency in conducting accredita-
tion activities;

(2) The compliance of the recognized
accreditation body and its officers, em-
ployees, and other agents involved in
accreditation activities, with the con-
flict of interest requirements of §1.624;
and

(3) If requested by FDA, any other as-
pects of its performance relevant to a
determination whether the recognized
accreditation body is in compliance
with this subpart.

(b) As a means to evaluate the recog-
nized accreditation body’s perform-
ance, the self-assessment must include
onsite observation of regulatory audits
of a representative sample of third-
party certification bodies it accredited
under this subpart. In meeting this re-
quirement, the recognized accredita-
tion body may use the results of onsite
observations performed under §1.621(b).
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