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(iv) Calibration of process moni-
toring and verification instruments; 

(v) Product testing; 
(vi) Environmental monitoring; 
(vii) Records review; and 
(viii) Reanalysis; 
(5) Records that document the sup-

ply-chain program; and 
(6) Records that document applicable 

training for the preventive controls 
qualified individual and the qualified 
auditor. 

(b) The records that you must estab-
lish and maintain are subject to the re-
quirements of subpart F of this part. 

Subpart D—Modified 
Requirements 

§ 117.201 Modified requirements that 
apply to a qualified facility. 

(a) Attestations to be submitted. A 
qualified facility must submit the fol-
lowing attestations to FDA: 

(1) An attestation that the facility is 
a qualified facility as defined in § 117.3. 
For the purpose of determining wheth-
er a facility satisfies the definition of 
qualified facility, the baseline year for 
calculating the adjustment for infla-
tion is 2011; and 

(2)(i) An attestation that you have 
identified the potential hazards associ-
ated with the food being produced, are 
implementing preventive controls to 
address the hazards, and are moni-
toring the performance of the preven-
tive controls to ensure that such con-
trols are effective; or 

(ii) An attestation that the facility is 
in compliance with State, local, coun-
ty, tribal, or other applicable non-Fed-
eral food safety law, including relevant 
laws and regulations of foreign coun-
tries, including an attestation based on 
licenses, inspection reports, certifi-
cates, permits, credentials, certifi-
cation by an appropriate agency (such 
as a State department of agriculture), 
or other evidence of oversight. 

(b) Procedure for submission. The at-
testations required by paragraph (a) of 
this section must be submitted to FDA 
by one of the following means: 

(1) Electronic submission. To submit 
electronically, go to http://www.fda.gov/ 
furls and follow the instructions. This 
Web site is available from wherever the 
Internet is accessible, including librar-

ies, copy centers, schools, and Internet 
cafes. FDA encourages electronic sub-
mission. 

(2) Submission by mail. (i) You must 
use Form FDA 3942a. You may obtain a 
copy of this form by any of the fol-
lowing mechanisms: 

(A) Download it from http:// 
www.fda.gov/pchfrule; 

(B) Write to the U.S. Food and Drug 
Administration (HFS–681), 5100 Paint 
Branch Pkwy., College Park, MD 20740; 
or 

(C) Request a copy of this form by 
phone at 1–800–216–7331 or 301–575–0156. 

(ii) Send a paper Form FDA 3942a to 
the U.S. Food and Drug Administration 
(HFS–681), 5100 Paint Branch Pkwy., 
College Park, MD 20740. We recommend 
that you submit a paper copy only if 
your facility does not have reasonable 
access to the Internet. 

(c) Frequency of determination of status 
and submission. (1) A facility must de-
termine and document its status as a 
qualified facility on an annual basis no 
later than July 1 of each calendar year. 

(2) The attestations required by para-
graph (a) of this section must be: 

(i) Submitted to FDA initially: 
(A) By December 17, 2018, for a facil-

ity that begins manufacturing, proc-
essing, packing, or holding food before 
September 17, 2018; 

(B) Before beginning operations, for a 
facility that begins manufacturing, 
processing, packing, or holding food 
after September 17, 2018; or 

(C) By July 31 of the applicable cal-
endar year, when the status of a facil-
ity changes from ‘‘not a qualified facil-
ity’’ to ‘‘qualified facility’’ based on 
the annual determination required by 
paragraph (c)(1) of this section; and 

(ii) Beginning in 2020, submitted to 
FDA every 2 years during the period 
beginning on October 1 and ending on 
December 31. 

(3) When the status of a facility 
changes from ‘‘qualified facility’’ to 
‘‘not a qualified facility’’ based on the 
annual determination required by para-
graph (c)(1) of this section, the facility 
must notify FDA of that change in sta-
tus using Form 3942a by July 31 of the 
applicable calendar year. 
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(d) Timeframe for compliance with sub-
parts C and G of this part when the facil-
ity status changes to ‘‘not a qualified fa-
cility.’’ When the status of a facility 
changes from ‘‘qualified facility’’ to 
‘‘not a qualified facility,’’ the facility 
must comply with subparts C and G of 
this part no later than December 31 of 
the applicable calendar year unless 
otherwise agreed to by FDA and the fa-
cility. 

(e) Notification to consumers. A quali-
fied facility that does not submit attes-
tations under paragraph (a)(2)(i) of this 
section must provide notification to 
consumers as to the name and com-
plete business address of the facility 
where the food was manufactured or 
processed (including the street address 
or P.O. box, city, state, and zip code for 
domestic facilities, and comparable full 
address information for foreign facili-
ties), as follows: 

(1) If a food packaging label is re-
quired, the notification required by 
paragraph (e) of this section must ap-
pear prominently and conspicuously on 
the label of the food. 

(2) If a food packaging label is not re-
quired, the notification required by 
paragraph (e) of this section must ap-
pear prominently and conspicuously, at 
the point of purchase, on a label, post-
er, sign, placard, or documents deliv-
ered contemporaneously with the food 
in the normal course of business, or in 
an electronic notice, in the case of 
Internet sales. 

(f) Records. (1) A qualified facility 
must maintain those records relied 
upon to support the attestations that 
are required by paragraph (a) of this 
section. 

(2) The records that a qualified facil-
ity must maintain are subject to the 
requirements of subpart F of this part. 

[80 FR 56145, Sept. 17, 2015, as amended at 81 
FR 3716, Jan. 22, 2015] 

§ 117.206 Modified requirements that 
apply to a facility solely engaged in 
the storage of unexposed packaged 
food. 

(a) If a facility that is solely engaged 
in the storage of unexposed packaged 
food stores any such refrigerated pack-
aged food that requires time/tempera-
ture control to significantly minimize 
or prevent the growth of, or toxin pro-

duction by pathogens, the facility must 
conduct the following activities as ap-
propriate to ensure the effectiveness of 
the temperature controls: 

(1) Establish and implement tempera-
ture controls adequate to significantly 
minimize or prevent the growth of, or 
toxin production by, pathogens; 

(2) Monitor the temperature controls 
with adequate frequency to provide as-
surance that the temperature controls 
are consistently performed; 

(3) If there is a loss of temperature 
control that may impact the safety of 
such refrigerated packaged food, take 
appropriate corrective actions to: 

(i) Correct the problem and reduce 
the likelihood that the problem will 
recur; 

(ii) Evaluate all affected food for 
safety; and 

(iii) Prevent the food from entering 
commerce, if you cannot ensure the af-
fected food is not adulterated under 
section 402 of the Federal Food, Drug, 
and Cosmetic Act; 

(4) Verify that temperature controls 
are consistently implemented by: 

(i) Calibrating temperature moni-
toring and recording devices (or check-
ing them for accuracy); 

(ii) Reviewing records of calibration 
within a reasonable time after the 
records are created; and 

(iii) Reviewing records of monitoring 
and corrective actions taken to correct 
a problem with the control of tempera-
ture within 7 working days after the 
records are created or within a reason-
able timeframe, provided that the pre-
ventive controls qualified individual 
prepares (or oversees the preparation 
of) a written justification for a time-
frame that exceeds 7 working days; 

(5) Establish and maintain the fol-
lowing records: 

(i) Records (whether affirmative 
records demonstrating temperature is 
controlled or exception records dem-
onstrating loss of temperature control) 
documenting the monitoring of tem-
perature controls for any such refrig-
erated packaged food; 

(ii) Records of corrective actions 
taken when there is a loss of tempera-
ture control that may impact the safe-
ty of any such refrigerated packaged 
food; and 
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