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§ 117.7 Applicability of subparts C, D, 
and G of this part to a facility solely 
engaged in the storage of unex-
posed packaged food. 

(a) Applicability of subparts C and G. 
Subparts C and G of this part do not 
apply to a facility solely engaged in 
the storage of unexposed packaged 
food. 

(b) Applicability of subpart D. A facil-
ity solely engaged in the storage of un-
exposed packaged food, including unex-
posed packaged food that requires 
time/temperature control to signifi-
cantly minimize or prevent the growth 
of, or toxin production by, pathogens is 
subject to the modified requirements 
in § 117.206 for any unexposed packaged 
food that requires time/temperature 
control to significantly minimize or 
prevent the growth of, or toxin produc-
tion by, pathogens. 

§ 117.8 Applicability of subpart B of 
this part to the off-farm packing 
and holding of raw agricultural 
commodities. 

Except as provided by § 117.5(k)(1), 
subpart B of this part applies to the 
off-farm packaging, packing, and hold-
ing of raw agricultural commodities. 
Compliance with this requirement for 
raw agricultural commodities that are 
produce as defined in part 112 of this 
chapter may be achieved by complying 
with subpart B of this part or with the 
applicable requirements for packing 
and holding in part 112 of this chapter. 

[81 FR 3956, Jan. 25, 2016] 

§ 117.9 Records required for this sub-
part. 

(a) Records that document training 
required by § 117.4(b)(2) must be estab-
lished and maintained. 

(b) The records that must be estab-
lished and maintained are subject to 
the requirements of subpart F of this 
part. 

Subpart B—Current Good 
Manufacturing Practice 

§ 117.10 Personnel. 
The management of the establish-

ment must take reasonable measures 
and precautions to ensure the fol-
lowing: 

(a) Disease control. Any person who, 
by medical examination or supervisory 
observation, is shown to have, or ap-
pears to have, an illness, open lesion, 
including boils, sores, or infected 
wounds, or any other abnormal source 
of microbial contamination by which 
there is a reasonable possibility of 
food, food-contact surfaces, or food- 
packaging materials becoming con-
taminated, must be excluded from any 
operations which may be expected to 
result in such contamination until the 
condition is corrected, unless condi-
tions such as open lesions, boils, and 
infected wounds are adequately cov-
ered (e.g., by an impermeable cover). 
Personnel must be instructed to report 
such health conditions to their super-
visors. 

(b) Cleanliness. All persons working in 
direct contact with food, food-contact 
surfaces, and food-packaging materials 
must conform to hygienic practices 
while on duty to the extent necessary 
to protect against allergen cross-con-
tact and against contamination of 
food. The methods for maintaining 
cleanliness include: 

(1) Wearing outer garments suitable 
to the operation in a manner that pro-
tects against allergen cross-contact 
and against the contamination of food, 
food-contact surfaces, or food-pack-
aging materials. 

(2) Maintaining adequate personal 
cleanliness. 

(3) Washing hands thoroughly (and 
sanitizing if necessary to protect 
against contamination with undesir-
able microorganisms) in an adequate 
hand-washing facility before starting 
work, after each absence from the work 
station, and at any other time when 
the hands may have become soiled or 
contaminated. 

(4) Removing all unsecured jewelry 
and other objects that might fall into 
food, equipment, or containers, and re-
moving hand jewelry that cannot be 
adequately sanitized during periods in 
which food is manipulated by hand. If 
such hand jewelry cannot be removed, 
it may be covered by material which 
can be maintained in an intact, clean, 
and sanitary condition and which effec-
tively protects against the contamina-
tion by these objects of the food, food- 
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contact surfaces, or food-packaging 
materials. 

(5) Maintaining gloves, if they are 
used in food handling, in an intact, 
clean, and sanitary condition. 

(6) Wearing, where appropriate, in an 
effective manner, hair nets, headbands, 
caps, beard covers, or other effective 
hair restraints. 

(7) Storing clothing or other personal 
belongings in areas other than where 
food is exposed or where equipment or 
utensils are washed. 

(8) Confining the following to areas 
other than where food may be exposed 
or where equipment or utensils are 
washed: eating food, chewing gum, 
drinking beverages, or using tobacco. 

(9) Taking any other necessary pre-
cautions to protect against allergen 
cross-contact and against contamina-
tion of food, food-contact surfaces, or 
food-packaging materials with micro-
organisms or foreign substances (in-
cluding perspiration, hair, cosmetics, 
tobacco, chemicals, and medicines ap-
plied to the skin). 

§ 117.20 Plant and grounds. 
(a) Grounds. The grounds about a food 

plant under the control of the operator 
must be kept in a condition that will 
protect against the contamination of 
food. The methods for adequate main-
tenance of grounds must include: 

(1) Properly storing equipment, re-
moving litter and waste, and cutting 
weeds or grass within the immediate 
vicinity of the plant that may con-
stitute an attractant, breeding place, 
or harborage for pests. 

(2) Maintaining roads, yards, and 
parking lots so that they do not con-
stitute a source of contamination in 
areas where food is exposed. 

(3) Adequately draining areas that 
may contribute contamination to food 
by seepage, foot-borne filth, or pro-
viding a breeding place for pests. 

(4) Operating systems for waste 
treatment and disposal in an adequate 
manner so that they do not constitute 
a source of contamination in areas 
where food is exposed. 

(5) If the plant grounds are bordered 
by grounds not under the operator’s 
control and not maintained in the 
manner described in paragraphs (a)(1) 
through (4) of this section, care must 

be exercised in the plant by inspection, 
extermination, or other means to ex-
clude pests, dirt, and filth that may be 
a source of food contamination. 

(b) Plant construction and design. The 
plant must be suitable in size, con-
struction, and design to facilitate 
maintenance and sanitary operations 
for food-production purposes (i.e., man-
ufacturing, processing, packing, and 
holding). The plant must: 

(1) Provide adequate space for such 
placement of equipment and storage of 
materials as is necessary for mainte-
nance, sanitary operations, and the 
production of safe food. 

(2) Permit the taking of adequate 
precautions to reduce the potential for 
allergen cross-contact and for contami-
nation of food, food-contact surfaces, 
or food-packaging materials with 
microorganisms, chemicals, filth, and 
other extraneous material. The poten-
tial for allergen cross-contact and for 
contamination may be reduced by ade-
quate food safety controls and oper-
ating practices or effective design, in-
cluding the separation of operations in 
which allergen cross-contact and con-
tamination are likely to occur, by one 
or more of the following means: loca-
tion, time, partition, air flow systems, 
dust control systems, enclosed sys-
tems, or other effective means. 

(3) Permit the taking of adequate 
precautions to protect food in installed 
outdoor bulk vessels by any effective 
means, including: 

(i) Using protective coverings. 
(ii) Controlling areas over and around 

the vessels to eliminate harborages for 
pests. 

(iii) Checking on a regular basis for 
pests and pest infestation. 

(iv) Skimming fermentation vessels, 
as necessary. 

(4) Be constructed in such a manner 
that floors, walls, and ceilings may be 
adequately cleaned and kept clean and 
kept in good repair; that drip or con-
densate from fixtures, ducts and pipes 
does not contaminate food, food-con-
tact surfaces, or food-packaging mate-
rials; and that aisles or working spaces 
are provided between equipment and 
walls and are adequately unobstructed 
and of adequate width to permit em-
ployees to perform their duties and to 
protect against contaminating food, 
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