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shall signify that the establishment ac-
cepts and will implement the HACCP 
plan. 

(2) The HACCP plan shall be dated 
and signed: 

(i) Upon initial acceptance; 
(ii) Upon any modification; and 
(iii) At least annually, upon reassess-

ment, as required under § 417.4(a)(3) of 
this part. 

(e) Pursuant to 21 U.S.C. 456, 463, 608, 
and 621, the failure of an establishment 
to develop and implement a HACCP 
plan that complies with this section, or 
to operate in accordance with the re-
quirements of this part, may render 
the products produced under those con-
ditions adulterated. 

[61 FR 38868, July 25, 1996, as amended at 62 
FR 61009, Nov. 14, 1997] 

§ 417.3 Corrective actions. 
(a) The written HACCP plan shall 

identify the corrective action to be fol-
lowed in response to a deviation from a 
critical limit. The HACCP plan shall 
describe the corrective action to be 
taken, and assign responsibility for 
taking corrective action, to ensure: 

(1) The cause of the deviation is iden-
tified and eliminated; 

(2) The CCP will be under control 
after the corrective action is taken; 

(3) Measures to prevent recurrence 
are established; and 

(4) No product that is injurious to 
health or otherwise adulterated as a re-
sult of the deviation enters commerce. 

(b) If a deviation not covered by a 
specified corrective action occurs, or if 
another unforeseen hazard arises, the 
establishment shall: 

(1) Segregate and hold the affected 
product, at least until the require-
ments of paragraphs (b)(2) and (b)(3) of 
this section are met; 

(2) Perform a review to determine the 
acceptability of the affected product 
for distribution; 

(3) Take action, when necessary, with 
respect to the affected product to en-
sure that no product that is injurious 
to health or otherwise adulterated, as a 
result of the deviation, enters com-
merce; 

(4) Perform or obtain reassessment 
by an individual trained in accordance 
with § 417.7 of this part, to determine 
whether the newly identified deviation 

or other unforeseen hazard should be 
incorporated into the HACCP plan. 

(c) All corrective actions taken in ac-
cordance with this section shall be doc-
umented in records that are subject to 
verification in accordance with 
§ 417.4(a)(2)(iii) and the recordkeeping 
requirements of § 417.5 of this part. 

§ 417.4 Validation, Verification, Reas-
sessment. 

(a) Every establishment shall vali-
date the HACCP plan’s adequacy in 
controlling the food safety hazards 
identified during the hazard analysis, 
and shall verify that the plan is being 
effectively implemented. 

(1) Initial validation. Upon completion 
of the hazard analysis and development 
of the HACCP plan, the establishment 
shall conduct activities designed to de-
termine that the HACCP plan is func-
tioning as intended. During this 
HACCP plan validation period, the es-
tablishment shall repeatedly test the 
adequacy of the CCP’s, critical limits, 
monitoring and recordkeeping proce-
dures, and corrective actions set forth 
in the HACCP plan. Validation also en-
compasses reviews of the records them-
selves, routinely generated by the 
HACCP system, in the context of other 
validation activities. 

(2) Ongoing verification activities. On-
going verification activities include, 
but are not limited to: 

(i) The calibration of process-moni-
toring instruments; 

(ii) Direct observations of monitoring 
activities and corrective actions; and 

(iii) The review of records generated 
and maintained in accordance with 
§ 417.5(a)(3) of this part. 

(3) Reassessment of the HACCP plan. 
Every establishment shall reassess the 
adequacy of the HACCP plan at least 
annually and whenever any changes 
occur that could affect the hazard anal-
ysis or alter the HACCP plan. Such 
changes may include, but are not lim-
ited to, changes in: raw materials or 
source of raw materials; product for-
mulation; slaughter or processing 
methods or systems; production vol-
ume; personnel; packaging; finished 
product distribution systems; or, the 
intended use or consumers of the fin-
ished product. The reassessment shall 
be performed by an individual trained 
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